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BouAyapia — PapHaKeUTIKA TTpoiovVTa — “CKnroYBaHe Ha paMKOBO criopa3yMeHue 3a AoCTaBKa Ha
neKkapcTBeHU NPOAYKTU 3a HYXXAUTE Ha ne4yebHUTe 3aBeaeHUs 3a nepmoa oT ABe roaguHn®,
BKro4yBawa 6 o6ocobeHun nosmuumm.

OJ S 202/2024 16/10/2024

MpokApugn cuufacng N cUPBACNHG TTAPAXWPNONS — TUTTOTTOINHEVO KABEOTWGS - NvwoTotroinon
aAAaywv

Mpounoeieg

1. AyopaoTig

1.1. AyopaoTng
Emionun ovopaoia: MUHUCTEPCTBO HA 30PABEOINA3BAHETO - LEHTPAINEH OPIr'AH
3A MNMOKYTKA
Email: rstavreva@mbh.government.bg
NOUIKA Hop@r) ayopaoTr): Apxr KEVTPIKNAG KUBEPVNONG
ApaaoTnpidéTnTa TNG avabétouoag apxng: Yyeia

2. Aiodikaoia

21. Ailadikaoia
TitAog: “CkntouBaHe Ha paMKOBO crnopa3yMeHue 3a A0CTaBKa Ha NekapCTBEHU NPOaYKTU 3a
Hy>XOWTe Ha nevyebHUTe 3aBefeHns 3a nepuo oT ABe rogmHn®, BknoYealla 6 o6ocobeHu
no3nuuun.
Mepiypaon: Ha ocHoBaHue yn. 2, an. 1 oT lNoctaHoBneHne Ne 146 ot 9.06.2015 . 3a
cb3gaBaHe Ha LleHTpaneH opraH 3a nokynku B cektop "3apaseonassaHe” (MMC Ne 146/2015
r.), MUHUCTBbPBT Ha 3apaBeona3BaHeTo e LleHTpaneH opraH 3a Nokynku B CEKTOP
~3apaseonassaHe” (LOINC3). B nanbnHeHne Ha Bb3NOXEHNTE My (DYHKLUN N HA OCHOBaHWe
yn. 5, 1. 1 ot NMMC Ne 146/2015 r. MUHUCTBLPBT Ha 3apaBeona3BaHETO NpoBeae, Ypes
EnekTpoHHaTa cuctema lNpoueaypa no cbbmpaHe Ha 3asBKM 3a CKItoyBaHe Ha Pamkosu
crnopasyMeHus 3a nepuoga ot ABe roauHu, Ype3 EnektpoHHaTa cuctema 3a 3akynyBaHe Ha
nekapCcTBEHM NPOAYKTU 3a HyXauTe Ha neyebHuTe 3aBegeHus B Penybnuka bvnrapums.
HacTtoswarta obwectBeHa nopbyka ce 0b65BsBa 3a 3asgBeHUTE OT fie4yebHUTe 3aBegeHns
nekapCcTBEHM NPOAYKTU, KOUTO Ca MHAMBMAYanNM3MpaHu B TeXHUYeckaTa cneungukauma Ha
obLlecTBeHaTa nopbyka Hamupalla ce B EnektpoHHaTta cuctema Ha agpec: https://cop.mh.
government.bg/ - 3a peructpupanu http://cop.mh.government.bg/ - 3a HepernctTpmpaHu
AvayvwpioTIké diadikaciag: cc7de108-d5f2-40be-81¢5-a2a955d89677
EocwTepikd avayvwpioTikd: 420093
Eidog diadikaoiag: AVOIKTH)
H diadikaoia emmitaxuveral: oxl

2.1.1. ZKotrég

XapakTtipag NG ouppaong: NMpounbeieg
Kdpia tagivounon (cpv): 33600000 dapuakeuTiKa TTpoidvTa

2.1.2. Tétrog ekTéAEONG
Tayudpopuikn dievBuvon: bvnrapus, rp. Codwms, MNMnowag Ceeta Hegensa Ne 5
MéANn: Codumsa
TaxudpouIkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (BG411)
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Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

2.1.3. Atia
EkTipwpevn agia xwpig GrA: 2 555 702 419,40 BGN

2.1.4. levikég TAnpoOQoOpiEg
MpbdoBeTeg TANpoopics: 1. MUHUMAITHU N3NCKBAHWA JlekapcTBeHUTE NpoayKTH, 3a
KOUTO y4YacTHULMTE nogaBaT npeanoxeHnsa Tpabea Aa oTroBapsaT Ha U3MCKBaHMATA Ha
BB3NOXMTENSA 1 Aa ca cbobpaseHun ¢ konuyecTeaTa, NocoYeHn B EnekTtpoHHaTta cucrema.
https://cop.mh.government.bg/ - 3a pernctpupanu, http://cop.mh.government.bg/ - 3a
Hepeructpupanum 2. ObLLUMN USNKBAHNA KbM MNMPEOJIATAHUTE JIEKAPCTBEHU
MPOOYKTW: 2.1. JlekapcTBeHUTEe NPpOAYKTU TpsibBa Aa OTroBapsT Ha M3UCKBaAHWUSATA Ha
3akoHa 3a nekapcTBEHUTE NPOAYKTU B XyMaHHaTa MeaununHa — Tpsabsa ga nputexasar
BanNuAHoO paspelleHune 3a ynotpeba B cTpaHarta, nsgageHo no pega Ha 3J1MXM unun
PernameHT (EO) Ne 726/ 2004 r. Ha EBponenckus napnameHT n CbBeta /un. 23, an.1 Ha
3JTMXM/. B npoueaypaTa morat ga 6baaT opepupaHun, camo fekapcTBEHUTE NPOLYKTH
BkntoveHu B MNJ1C, MpunoxeHne Ne 2, akTyaneH KbM gatata Ha nogaBaHe Ha NPeanioXXeHNEeTO.
2.2. LlenaTa no goroeopa, CKoYeH Bb3 OCHOBA Ha paMKOBOTO criopasyMeHue e pukcmpaxa,
He Noasiexun Ha NpoMsiHa 3a CpoKa Ha AeWCTBME Ha JOroBopa, OCBEH B criydauTte Ha 116 ot
30Ir1. 2.3. B cnyyan, 4e npe3 BpeMeTO Ha JeNCTBME Ha CbOTBETHMSA JOMOBOP CTOMHOCTTA,
KOSITO crnedBa fa ce 3annaiia ¢ nybnuyHm cpeacTBa Ha NEeKapCTBEHN NPOAYKTM OT
[Mo3nTUBHMA NEeKapCTBEH CNUCHK CTaHe NO-HUCKa OT JoroBopeHaTta, ne4yebHOTO 3aBeaeHune —
BBb3NoxmTen 6e3ycroBHO 3annawa nekapcTBeHMTE NPOAYKTM Ha NO-HUCKaTa CTOMHOCT,
CYMTaHO OT faTtaTta Ha BfM3aHe B CuUna Ha pelleHneTo Ha HaumoHanHusa cbBeT no LeHn u
penmbypcupaHe Ha nekapcteennte npoayktn ( HCLPJIM) 3a npomsiHa Ha LeHuTe Ha
neKapCTBEHUTE NPOAYKTU UNK OT AataTta Ha akTyanuaauusTa Ha [1o3nTuBHMA nekapcTBeH
CnucbK No pefa Ha yn. 57, an. 1 ot Hapep6aTta 3a ycnosuaTta, npasvnara u peja 3a
perynupaHe n permctpupaHe Ha LeHuTe Ha nekapcteeHnte npoayktn (HYMNPPPLJM) 3a
NeKkapcTBEHUTE NPOAYKTU C HAManeHa CTOMHOCT 3a OnakoBKa, u3dncreHa Ha 6asa
pedepeHTHa CTOMHOCT. B cnyyante no npeaxogHoOTo n3pedeHne, CTOMHOCTTa ce onpeaens
KbM MOMEHTa Ha JocTaBkaTa (MoAnvcBaHe Ha npuemo-npeaaBaTeneH NnpoTokon). Benyku
Konu4yecTsa, NOCOYEHN B cneundukaumusaTa, ca ,0pueHTUPOBbYHK” 1 ca NpeaMeT Ha
Bb3raraHe B paMKuTe Ha BbTPELUEH KOHKYPEHTEH M36Op NO paMKOBO Cnopa3yMeHune, no
nokaHa Ha ne4yebHnTe 3aBeAeHNA — Bb3NOXUTENN, NOCOYEHN B JOKYMEHTauuaTa. B pamkute
Ha NPOBEXAAaHNTE BbTPELUHN KOHKYPEHTHM M360pH, e ObaaT 3asBsaBaHM KONNMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCSAKO Ne4yebHO 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHne —
Bb3M0XUTESN HE € ANbXHO Aa 3asBu 3a JOoCTaBKa LUAroToO 40roOBOPEHO KONMYECTBO, a MMma
npaBo Aa 3asBsiBa KONIMYECTBA CbINacHO ENCTBUTENHUTE CU HYXXOWN, HO HE NoBeYe OT
aoroBopeHoTo. Crnepf ckroYBaHe Ha KOHKpeTEeH A0roBoOp, Bb3HUKBAT 3a4biMKeHusATa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTe NekapCTBEHM NPoayKTU. 3.
N3NCKBAHNA 3A JOCTABKA MO KOHKPETEH OIMOBOP 3.1. Becaka otgenHa gocrtaska,
cnepaBa fa 6bae gocTaBeHa B CPOK A0 7 KaneH4apHW OHK crief noslyvyaBaHe Ha 3asiBkata oT
ne4yebHOTO 3aBeeHME — Bb3NOXUTEN M 3a KonnyecTeaTta 1 onakoekute (CbobpasHo
KOHKPETHUTE NeKapCTBEHM NPOAYKTU, MOCOYEHN B TEXHNYECKOTO NPeasIoXKEHNE Ha
N3NbAHUTENS), TOYHO onpeaeneHn B 3aseBkaTa. B cnyyaun, 4e ce npasu nbpBa gocTaBka OT
AajeHaTta napTuaa Ha nekapcTBeH NpoaykT, ce npeactass Ceptudukart 3a ocBoboxaaBaHe
Ha napTugarta, nsgageH ot keanuduumparo nuue no 3J1MNXM Ha eneKkTpoHeH HOCUTEN Unn No
erleKTPOHEH NbT Ha eNeKTpoHHaTa noLa, NoCoYeHa KaTo agpec 3a KopecnoHA4eHUUS,
NPUAPYXEH C NpeBo Ha GbNrapcky e3uk oT ompma, CkrrYmnna gorosop ¢ MMHUCTEPCTBO Ha
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BbHLWHMTE paboTn 3a M3BbpLUBaHE Ha odumLmanHn npesogun. M3bpoeHnTe JOKYMEHTH ce
npeacTaBaAT NoO efleKTPOHHA NoLLla B CbOTBETHOTO 3BEHO, onpeaeneHo ot ne4ebHoTo
3aBefeHue — BbanoxuTten. MNpu cneaBalum AOCTaBKM Ha NekapCTBEHU NPOAYKTM OT cbLuaTta
napTuaa, cepTuduKaTbT He ce npeactass. B criyyan Ha He0BXOAMMOCT OT CreLlHa JOCTaBKa,
ne4yebHOTO 3aBeeHNE — Bb3NOXNTEN NOCOYBA M3PUYHO B 3asiBKaTta, Ye e Heobxoanmo aa
6bae u3BbpLUEeHa cnellHa goctaska. B To3n cnyyan, goctaBkata cnegsa ga 6bae
n3BbpLUeHa 4o 6 Yyaca OT nofy4yaBaHe Ha 3asiBKaTa W1 3a KonuyecTeaTa M ONakoBKUTE, TOYHO
onpeneneHn B 3asikata. 3.2. OCTaTbyYyHUAT CPOK HA rOAHOCT Ha NeKapCTBEHUTE NPOAYKTH,
cnenBa na 6bae He no—manbk ot 40 % /MeTupugeceT Ha cTo/ OT 06sABEHUSA OT NPOU3BOANTENS
KbM aTaTa Ha Bcsika focTtaBka. 3.2.1. B cnyyain Ha gocTaBka Ha nekapCTBEeHUS NPOAYKT € Mo
— KpaTbK OT JOrOBOPEHUSA CPOK Ha rOQHOCT, Ab/KMMAaTa HeyCTOMKa € KakTo crieasa: oT
39,99% 1o 30% - 3 % BbpXy CTOMHOCTTa Ha gocTtaBkata; oT 29,99% 1o 20% - 5 % Bbpxy
CTOMHOCTTa Ha gocTtaskaTa; oT 19,99% 0o 10% - 7 % Bbpxy CTOMHOCTTa Ha JOCTaBKaTa; nog
10% - 10 % BBPXY CTOMHOCTTa Ha AocTaBkaTta. 3.2.2. [loctaBkaTa Ha fiekapCTBEH NPOAYKT C
OCTaTb4€H CPOK Ha rogHoCT no-mManbk oT 10 Ha cTo OT 06sBEHNA OT NPOU3BOAMUTENSA Ce
N3BbpPLUBA CaMoO C MUCMEHO Cbrracue Ha fie4yebHOTO 3aBegeHNe — Bb3NOXMUTEN 33 KOHKPETHO
KONM4yecTBO, onpeneneHo oT Hero. bea n3pnyHo NMCMeHo cbrnacue Ha nevyebHOTO 3aBeaeHne
— Bb3MOXUTEN CTOKUTE HAMa Aa 6baaT 3annawaHun. VickaHeTo 3a NMCMEHO cbrnacue crneasa
Aa NocTbnu B Ne4ebHOTO 3aBeAeHne — Bb3NOXnTEN B Cpok A0 1 (eauH) paboTeH AeH oT
nony4yaBaHe Ha 3asBkaTa. [locoyeHuTe No-rope CPOKOBE 3a AOCTaBKa Ha NeKapCTBEHM
NPOAYKTM C OCTaTbYeH CPOK Ha rOAHOCT No-manbk OoT 10 Ha CTO OT 0B6sBEHUSI OT
npoun3BoANTENSA 3anoyBaT Aa TekaT OT AaTaTta Ha nosflydaBaHe Ha CbrnacueTo 3a AocTaBka. B
CrlyyauTe Ha CneLUHN JOCTaBKM NOCOYEHUTE NO-rope HEYCTOMKM He ce npunarart. JleyebHoTo
3aBefeHMe — Bb3NOXUTEN MOXE Aa OTKaXXe NPpUEMaHETO Ha CTOKMTE, ako B AeHS Ha TAXHOTO
npUcTUraHe Uy npMemMaHe ocTaTb4yHUSA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHMMareH CpoK Ha rogHocT. 3.3. OCTaTbyYyHMAT CPOK Ha rOAHOCT Ha BUONPOAYKT UNn
6uonogobeH npoaykT, cneasa ga 6bae He no—Mmanbk oT 20 % /aBageceT Ha cTo/ oT 06sABEHUSA
OT NPomn3BOAMTENS KbM AaTaTa Ha Bcska goctaBka. 3.3.1. B crniyyan Ha goctaBka Ha
GuonpoaykT nnn GuonogobeH NPoAyKT C MO — KpaTbK OT AOFOBOPEHUSI CPOK HA FOAHOCT,
AbIbKMMaTa HeycTovika e kakTto cnegga: ot 19,99% 1o 10% - 2 % BbpXy CTOMHOCTTA Ha
poctaskaTa; oT 9,99% 0o 5 % - 4 % BbpXy CTOMHOCTTA Ha goctaekaTa; nog 5% - 6 % Bbpxy
CTOMHOCTTa Ha gocTtaBkaTa. 3.3.2. [locTaBkaTa Ha flekapCTBEH MPOOYKT C OCTaTbYeH CPOK Ha
roOHOCT NO-ManbK OT 5 Ha CTO OT 06sIBEHNSI OT NPOU3BOAMTENS CE U3BBLPLLBA CaMO C
NMMUCMEHO Cbrnacme Ha ne4ebHOTO 3aBeAeHNe — Bb3NOXUTESN 3@ KOHKPETHO KONNYECTBO,
onpeaeneHo ot Hero. bes n3pu4yHo NUCMeHO cbrnacue Ha NevyebHOTOo 3aBeeHne —
Bb3r10XUTEN CTOKMTE HAMa Aa 6baaT 3annawaHun. MickaHeTo 3a NMCMEHO cbhrracue crneasa
Aa NocTbnu B Ne4yebHOTO 3aBeAeHme — Bb3NOXUTEN B CPOK A0 1 (eauH) paboTeH AeH oT
nonyyYyaBaHe Ha 3asBkaTa. [locoyeHuTe No-rope CPOKOBE 3a AOCTaBKa Ha NeKapCTBEHM
NPOAYKTU C OCTaTbYeH CPOK HA FOAHOCT MO-ManbK OT 5 Ha CTO OT 06sBEHMS OT
npoun3BoANTENSA 3anoyBaT Aa TekaT OT AaTaTta Ha nosflydaBaHe Ha CbrnacueTo 3a AocTaBka. B
CrlyyauTe Ha CneLLHN JOCTaBKM NOCOYEHUTE NO-rope HEYCTONKM He ce npunarart. JleyebHoTo
3aBefeHMe — Bb3NOXUTEN MOXE Aa OTKaXXe NPMEMAHETO Ha CTOKMUTE, ako B AEHS Ha TAXHOTO
nNpUCTUraHe unm npMemMaHe ocTaTbyHUSA CPOK Ha FOQHOCT € Mo — ManbK OT onpeaeneHus
MUHMMarEeH CPOoK Ha rogHocT. 4. [JokyMeHTH 3a nnawaHe. 3annallaHeTo Ha CTOKUTe no
A0roBopa ce U3BbpLLBa OTIIOXEHO B Cpok Ao 60 /wecTtaecetns/ aeH, cneq npeacraBsHe Ha
cnegHuTe AOKyMeHTU: [loctaBHa hakTypa, CbCTaBeHa CbhriacHo nancksanmsata Ha 304C un
nn3a4cC v MpuemartenHo-npegasaTenHyn npoTokonu; Npuemo — npegaBaTenHUTE NPOTOKONM
MOXe a Ce CbCTaBAT KaTO €MNEeKTPOHHM AOKYMEHTU 1 Aa ce NnognuceaT OT NpeacTaBuTennTe
Ha CTpaHUTEe C eNeKTPOHEH NoANnc, Cb3dadeH C KBanuduumpaHo yoocToBepeHme 3a
enekTpoHeH nognuc. OTNOXEHOTO NnallaHe e Ha OCHoBaHMe Yn. 3, an. 6 BbB Bpb3ka c an. 5
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oT 3akoHa 3a ne4vyebHuTe 3aBeaeHus. 5. Ha ocHoBaHue 4n.40 ot 30l LleHTpanHuaT opraH 3a
NOKYMKM B CEKTOp "3apaBeonasBaHe” npoBexaa nNpouenypuy 3a BbanaraHe Ha obuecrBeHmn
NOPBYKM 1 3a CKNIOYBAHE Ha PaMKOBW CMopa3yMeHusi Ypes u3nonaeaHaTa oT Hero nnatgpopma
Hamupalla ce Ha agpec: https://cop.mh.government.bg/ B cboTBeTcTBME C un. 40, an. 1 ot
30I1 cb3gaBaHeTo M NyGMKYBaHETO Ha pelleHusaTa no yn. 22, an. 1, 1. 1 n 2 n obsisnenunsaTta
no un. 35 nun. 36, an. 1, 7. 6 ot 301, we 6BLAAT M3BbPLUBAHKN B LieHTpanuaupaHa
aBToOMaTmaMpaHa nHopMaLmoHHa cuctema ,EnektpoHHun obuwecteeHun nopbukm® (LANC
EOIM). Becnykn octaHanu pelleHvs u JOKyMeHTH ce nybnukysaTt B EnektpoHHaTa cuctema,
AOCTbMNHA Ha crnegHusa enekTpoHeH agpec: https://cop.mh.government.bg/ 3a HacTodAwarta
obLlecTBeHa Nopbyka, Wwe 6bae obocobeHa camocToATeNHa enekTpoHHa Npenvcka B
EnektpoHHaTa cuctema. 3a npoBexagaHuTe oT nevyebHuTe 3aBefeHUs BbTPELLUHN KOHKYPEHTHU
n3bopu, Bb3 OCHOBA Ha CKITHO4EHOTO PaMKOBO criopa3ymeHune ce ob6ocobsiBaT oTAenHn
eneKkTpoHHM nNpenuckn B EnektpoHHaTa cuctema. HacrosiwaTa npoueaypa e u3usano
€NeKTPOHHA M BCUYKN OENCTBUS CBbP3aHM ¢ 06ABsIBAHETO M 1 NpoBeXaaHeTo u we 6baat
N3BbPLUBaHN Ype3 EnekTpoHHaTa cuctema, 4OCTbMNHA Ha CreaHnst eNeKTPOHEH afpec:
https://cop.mh.government.bg/ Bb3 ocHoBa Ha HacTodwaTa npoueaypa LIOMNMC3 we ckntoun
€[HO pamMKOBO CropasyMeHue 4Ype3 U3nosns3BaHe Ha eNeKkTPOHHM CPeACTBa 3a KOMyHUKaLWsS B
CbOTBETCTBUE C U3NCcKBaHUATa no 4n. 39a, an. 7 ot 30l 1 npu n3non3saHe Ha eneKkTPoHeH
Tbpr, KONTO We ce nposeae no pega Ha un. 89-91 ot 30I1. Cnepf cknoyBaHe Ha PaMKOBOTO
cnopasymeHue ot ctpaHa Ha LIOIMNC3, neyebHuTe 3aBefeHMSA-Bb3N0OXUTENN LWEe CKoYBaT
KOHKPETHM AOroBOpY 3a A4OCTaBka Ha NekapCTBEHM NPOAYKTU crief 3BbpLUBaHE Ha BbTPELLEH
KOHKYpeHTeH n3bop B crniydamTte Ha yn. 82, an. 3 ot 30l n npoBexaaHe Ha enekTPOHEH Tbpr
npu cnaseaHe Ha pega no yn. 89-91 ot 30I1. 6. OcBeH Ha ocHOBaHuUATa Ha 4. 54 n un. 55,
an. 1, 7. 1 ot 30Tl ce oTcTpaHABaT y4aCTHULMTE M KOraTo € Hanuue HsKkoe OT
obctoarencteaTa no 4n.107 ot 30I1. 7. MNMpeaBng 06CTOATENCTBOTO, Y€ C YNeH 5k oT
PernameHT (EC) 2022/576 HA CBbBETA ot 8 anpun 2022 roguHa 3a MU3MEHeEHME Ha
PernameHT (EC) Ne 833/2014 OTHOCHO OrpaHU4UTENHN MEPKU C Orfnea Ha OeNCTBUSATa Ha
Pycus, pectabunuaunpalum nonoxeHneTo B YkparnHa (PernameHT (EC) 2022/576 HA
CBBETA) ce 3abpaHsiBa Bb3naraHeTo Ha BCSIKakBU JOroBOPKM 3a 06LLECTBEHN NOPBYKM Ha
ApYy>XecTBa, B KOUTO MMa PYCKO y4acTue, C KOeTO Ce HaaBuLIaBaT rpaHuumTe onpeaeneHn B
TO3W YneH. Y4acTHMUM, B KOUTO MMa PYCKO y4acTue, C KOETO Ce HaABuLaBaT rpaHuuuTe
onpegeneHn B 4n.5k Ha PernameHT (EC)2022/576 Ha CbBeTa e 6baaT oTCTpaHsBaHU OT
npoueaypara.

Nouikr) Baon:

Odnyia 2014/24/EE

2.1.5. Opoil dnuocoiwv cuppdocewyv
Opol uTToBOAAG:
MEyI0TOG apIBUOS TTAPTIOWY YIA TIG OTTOIEG £VAG TTPOCPEPWY PTTOPET VA UTTORAAEI TIPOOQOPEG:
6

2.1.6. Ad6yol atmrokAgicuouU
2UPHETOXN O€ eyKANUATIKA opydvwaon: KaHoMaaTbT UM Y4aCTHUKBT € OCbAEH C Brisiana B
cvna npucbaa 3a npectbnneHne no yn. 321 vnu un. 321a ot HakasatenHusa kogekc (4. 54,
an. 1, 7. 1 ot 30I) unu 3a aHanNOrM4yHO NPecTbNIEHME B Apyra Abp)KaBa YfeHKa unu Tpeta
cTtpaHa (4n. 54, an. 1, 1. 2 ot 300N)
Alog@Bopd: KaHonaaTsbT UM y4aCcTHUKBT € OCbAEH C BNA3Ma B cuna npucbaia 3a
npectbnnenue no 4n. 301-307 ot HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 300) unu 3a
aHanorM4yHo NpecTbnieHMe B Apyra AbpKaBa YneHKka unu Tpeta ctpaHa (vn. 54, an. 1, 1. 2 ot
30IMM)
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ATTaTn: KaHamaaTsbT UnNmn y4acTHUKBT € OCbAEH C BNfA3Nna B cuna npucbia 3a npecrbhsiieHme
no un. 209-213 ot HakasaTenHusa kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHo
npecTbnieHne B Apyra AbpXxaBa YrneHka unm tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I1)
TPOMOKPATIKA EYKAAMATA 1] EYKANHATO OUVOEOUEVA UE TPOUOKPATIKEG OPAOCTNPIOTNTEG:
KaHOmMaaTsT Unm y4acTHUKBT € OCbAEH C Brs3na B cusia npucbaa 3a NpecTbhfieHne no Y.
108a ot HakasaTenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) nnu 3a aHanorM4yHoO NpPecTbNeHne
B Apyra AbpXaBa yreHka unv tTpeta ctpana (4n. 54, an. 1, 1. 2 ot 30I1)

NopigoTroinon €00dwv atrd TTapAavoueg dpacTnPIOTNTEG 1) XPNHaTodATNON TNG TPOPOKPATIAG:
KaHOmMaaTsT Unm y4acTHUKBT € OCbAEH C Brs3na B cusia npucbaa 3a NpecTbhfieHne no Y.
253-260 ot HakasatenHus kogekc (4n. 54, an. 1, 1. 1 ot 30[1) unu 3a aHanorn4yHo
npecTbnieHne B Apyra AbpXaBa YrneHka unm tpeta ctpaHna (4n. 54, an. 1, 1. 2 ot 30I1)
Maidikn epyacia Kal GAAEG HOPPEG euTTOPiIag avOpwTTwyY: KaHanaaTbT UNM y4aCcTHUKBLT €
OCbAEH C BMA3Ma B cuna npucbaa 3a npecrbnieHue no 4. 159a-159r ot HakaszatenHua
kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanorM4HO NpecTbnfeHne B Apyra AbpKaBa
4ynieHka unu Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 300N)

KataBoA @opwv: KaHanaaTsbT UM y4acTHUKBT UMa 3a0b/PKEeHUS 3a JaHbUM N0 CMUCHNA Ha
4yn. 162, an. 2, 7. 1 ot JaHbYHO-OCUTYPUTENHUA NpoLecyaneH Kogekc u NMMXBUTe no TaX KbM
AbpXaBaTa Unu KbM obLMHATa NO ceaanuLleTo Ha Bb3NOXUTENS U Ha KaHguaata unm
y4acCTHUKA, UNN aHarorMyHn 3agbImKeHNs CbrnacHO 3aKoHOA4aTeNCTBOTO Ha AbpKaBaTta, B
KOSATO KaHAMAATbT UM YY4aCTHUKBLT € YCTaHOBEH, A0Ka3aHu C BNA3b/1 B CUMa akT Ha
KoMneTeHTeH opraH (4n. 54, an. 1, 1. 3 ot 30I1)

KaTaBoAn €1I0popwV KOIVWVIKAG ac@AAions: KaHanaaTtbT unv y4acTHUKBT MMa 3a4bIKEeHUs
3a 3a4bIMKUTESTHM OCUTYPUTENHM BHOCKM MO CMUCBa Ha yn. 162, an. 2, T. 1 oT [JaHb4yHo-
OCUTypUTENHUS NpoLecyaneH KOAEKC N NIMXBUTE MO TAX KbM AbpXXaBaTta Unn KbM obLinHaTa
no cefanuLieTo Ha Bb3MNOXUTESNSA U Ha KaHOuAATa UK y4acTHUKA, UX aHanorn4Hu
3a4b/MKEHNA CbINacHO 3aKOHOAATENCTBOTO Ha AbpXKaBaTa, B KOSATO KaHAMAATbT UNn
YYaCTHUKBT € YCTAaHOBEH, JoKa3aHW C BIIS3bJS1 B CUa akT Ha KOMMNETEHTEH opraH, (4n. 54, an.
1, 7. 3 01 300N)

MapdaBaocn UTTOXPEWOEWV OTOUG TOMEIG TOU TTEPIBAANOVTIKOU dikaiou: KaHaMaaTsT nnm
YYaCTHUKBT € OCbEH C BrdA3fia B cuna npucbaa 3a npectbnsieHne no yn. 352-353e ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornMyHo nNpecTbniieHre B Apyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

MapaBaocn UTTOXPEWOEWV OTOUG TOMEIG TOU KOIVWVIKOU dIKaiou: KaHaMaaTbT Unn y4acTHUKBLT
€ OCb[eH C Brisiana B cuna npucbaa 3a npecrbnneHue no yun. 172 nnu un. 192a ot
HakasaTtenHus kogekc (4n. 54, an. 1, 1. 1 ot 30I1) unu 3a aHanornMyHo nNpecTbniieHre B Apyra
AbpXaBa YrneHka unm Tpeta ctpaHa (4n. 54, an. 1, 1. 2 ot 30I0)

MapdaBaon UTTOXPEWOEWY OTOUG TOUEIG TOU EPYATIKOU dIKaiou: KaHaMAaThbT UM y4aCcTHUKBT €
n3BbpLIM HapyweHue no un. 118, 128, 245 n 301-305 ot Kogekca Ha Tpyaa, yCTaHOBEHO C
BMNS3M0 B CMa HakasaTesnHo NOCTaHOBEHNE UNKN CbAEOHO peLlenne, Nnm aHanormyHn
HapyLLeHUs1, yCTaHOBEHM C aKT Ha KOMMNETEHTEH OpraH, CbrnacHO 3aKOHO4AaTENCTBOTO Ha
AbpXaBaTta, B KOATO KaHOWAATBLT UMK Y4aCTHUKBT € YCTaHoBeH (4. 54, an. 1, 1. 6 ot 30I1)
ApeEoN A €UPEON CUPUETOXN OTNV KaTApPTIoN TNG TTapoucag diadikaoiag ouvayng cuppaong:
Hanuue e HepaBHOMNOCTaBeHOCT B criydanTe no yn. 44, an. 5 ot 30IM (un. 54, an. 1, 1.4 ot
30MM)

2UYyKPOUCOT CUPQEPOVTWY AOYW TNG CUPUETOXNG Tou 0Tn dladikaoia ouvayng Tng oupBaong:
Hanuue e KOHPNUKT Ha nHTepecu no cmucbna Ha § 2, 1. 21 ot [P Ha 30Tr1, konTo He Moxe aa
6bae otcTpaHeH (4n. 54, an. 1, 1. 7 ot 30IM)

‘Evoxog yia diaoTpEéRAwGCN, atroKpuwn TTANPOPOPIWY, adUVaia TTPOCKOUIONG TV
ATTAITOUMEVWYV €YYPAPWYV KAl ATTOKTNON EUTTIOTEUTIKWY TTANPOPOPIWY Yia T diadikaaoia auTh:
3a kaHangaTa unu ydacTHUKa e yCTaHOBEHO, Ye: - € NPeacTaBusi AOKYMEHT C HEBAPHO
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CbAbpXaHue, C KOMTO Ce AoKa3Ba AeKnapupaHaTta nunca Ha OCHOBaHMWS 3a OTCTpaHsiBaHe unu
AEeKnapupaHoTo U3NbiIHEHNE Ha KpuTepunte 3a nogodop (4n. 54, an. 1, 1. 5 ot 300N); - He e
npegocTasuni N3NCKBaLla ce MHpopmMaums, CBbp3aHa C yAOCTOBepsiBaHe nuncaTa Ha
OCHOBaHUs 3a OTCTpaHsiIBaHe U U3NbIIHEHWETO Ha KpuTepunte 3a nogbop (4n. 54, an. 1, 1.5
ot 30IM)

Auywg €Bvikoi Adyol atrokAeiopoU: 3a KaHanaaTa Uy y4acTHUKa € Hanuvue HAKoe OT
cnegHuUTe 06CTOATENCTBA: OCBbAEH € C Brisi3na B cuna npucbaa 3a NpectbnieHuns no yn. 194
— 208, un. 213a - 217, un. 219 — 252 n un. 254a — 255a n un. 256 - 260 HK (un. 54, an. 1, 1. 1
ot 30I1); n3BbpLWNN e HapyLweHus no 4n.61, an.1, un.62, an.1 nnun 3, 4n.63, an.1 vnn 2, un.
228, an.3 ot Kogekca Ha Tpyga u no yn.13, an.1 ot 3akoHa 3a TpygoBaTta Murpaums un
TpyAoBaTa MOBUITHOCT, YCTaHOBEHM C BSI3NO B CUMA HAKa3aTeNHO NOCTaHOBNEHNE UK
cbaebHo pelwweHune (4n.54, an.1, 1.6 ot 30I1); ob6cTosTencTBo no yn. 3, T. 8 oT 3akoHa 3a
MKOHOMUYECKUTE U (PMHAHCOBUTE OTHOLLEHUS C ApYy)KecTBaTa, perMcTpupaHn B OPUCAUKLUN C
npedepeHumnaneH JaHb4yeH PeXnUM, KOHTPONMpPaHUTe OT TSX NuLa U TeXHUTe OeNCTBUTENHU
cobcTBeHUun; obectoaTencTaa no yn. 87 ot 3akoHa 3a NPOTUBOLAENCTBUE HA KOPYNUUATA,
obctoarencteo no yn. 107, 1. 4 BB Bp. ¢ un. 101, an. 11 ot 30I1.

MTwxeuon: KaHamaatsbT Mnmn y4acTHUKBT € 00sIBEH B HECBHCTOATENHOCT MO CMUCBHIA Ha
Tbprosckus 3akoH (4n. 55, an. 1, 1. 1 ot 30IM)

ApepeyyuoTnta: KaHangaTsbT Uv yHaCTHUKBT € B NPOU3BOACTBO MO HECHCTOATENHOCT (4n. 55,
an. 1, 1. 101 300N)

AlOKQVOVIOUOG JUE TOUG TMIOTWTEG: KaHanaaThbT Unm y4acTHUKBLT € CKINoYMN U3BbHCHbAEOHO
crnopasymMeHue C KpeanTopuTe cu no cmucbna Ha yun. 740 ot TbproBckua 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

KatdoTtaon avdAoyn Tng TTTwxeuong, duvauel TnG €BVIKNAG vopoBbeaiag: CbrnacHo
3aKOHOLaTerNCTBOTO Ha AbprKaBaTa, B KOSATO € YCTaHOBEHO, YyXXAECTPaHHO Nuue ce Hamupa B
nonoxeHue, NogobHo Ha: 06siIBEH B HECBHCTOATENHOCT; B NPOM3BOACTBO MO HECHLCTOATENHOCT;
B npoueaypa no NUKBMAaUmMs; CKITOYEHO M3BBbHCHAEOHO cnopasyMeHue ¢ Kpeantopure;
npeycraHoBeHa genHocT (4n. 55, an. 1, 1. 1 ot 30IM)

Mepiouoiakd oToixeia UTTd avaykaoTKn dlaxeipion atmod ekkabapioTh: KaHanoatsT nnu
YyYaCTHUKBLT € B npoLeaypa no nMkeMaaumsi no cM1Ucbna Ha TbproBckus 3akoH (4n. 55, an. 1,
T. 1 ot 300N)

AvOOTOAN ETTIXEIPNPATIKWY dpaoTnPIoTATWY: KaHOMAATLT Uy yYaCTHUKBT € NpeyCcTaHoBUIT
aenHoctTa cu (4n. 55, an. 1, 1. 1 ot 30I1)

5. MapTida

5.1. NMapTida: LOT-0001
Tithog: O6ocobeHa nosumumsa Ne 1, BknoyBawia 39 HOMEHKNaTypu
Mepiypaer: ATC INN Form Package Quantity Note LO1AAO01 Cyclophosphamide
napeHtepanHa mg 48201100 LO1AAO02 ChlorambucilnepopanHa tBbpaa mg 166000 LO1AA06
Ifosfamide napeHTepanHa mg 30334100 LO1AA09 Bendamustine napeHtepanHa mg 1176000
LO1AX03 Temozolomide nepoparnHa TBbpga mg 10006000 LO1BAO1 Methotrexate
napeHtepanHa mg 18398000 concentrate for solution for infusion LO1BAO1 Methotrexate
napeHtepanHa mg 248880 Solution for injection LO1BA04 Pemetrexed napeHTepanHa mg
5572000 LO1BB02 Mercaptopurine nepopanHa tBbpaa mg 5065500 LO1BB04 Cladribine
napeHTepanHa mg 19650 LO1BBO05 Fludarabine napeHTepanHa mg 229500 LO1BB06
Clofarabine napeHtepanHa mg 15610 LO1BB07 Nelarabine napeHtepanHa mg 360000
LO1BCO1 Cytarabine napeHTepanHa mg 12510000 Solution for injection/infusion 100 mg/ml
LO1BCO1 Cytarabine napeHTepanHa mg 16430000 Solution for injection 50 mg/ ml LO1BC02
Fluorouracil napeHTepanHa mg 268011664 LO1BC05 Gemcitabine napeHTepanHa mg
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41193200 LO1BCO06 Capecitabine nepopanHa tBbpaa mg 1775920400 LO1BCO7 Azacitidine
napeHtepanHa mg 4803000 LO1BCO7 Azacitidine nepopanHa TBbpaa mg 8238000 LO1BC53
Tegafur, Gimeracil, Oteracil nepopanna T8bpaa tabl 90000 20 mg/5,8 mg/15,8 mg LO1BC59
Trifluridine/Tipiracil nepopanHa TBbpaa tabl 137330 20 mg/8,19 mg LO1BC59 Trifluridine
[Tipiracil nepopanHa T8bpaa tabl 91140 15 mg/6,14 mg LO1CAOQ4 Vinorelbine napeHTepanHa
mg 617120 LO1CBO01 Etoposide napeHTepanHa mg 6326000 LO1CDO01 Paclitaxel
napeHtepanHa mg 10428100 LO1CDO01 Paclitaxel (Nanoparticle albumin-bound-NAB)
napeHtepanHa mg 1823000 LO1CDO02 Docetaxel napeHTepanHa mg 3515376 LO1CDO04
Cabazitaxel napeHtepanHa mg 106460 LO1CEO1 Topotecan napeHTepanHa mg 23371
LO1CEO1 Topotecan nepopanHa TBbpaa mg 4628 LO1CEO2 Irinotecan napeHTepanHa mg
256075 liposomal LO1CEO2 Irinotecan napeHTepanHa mg 3851000 LO1DB01 Doxorubicin
napeHtepanHa mg 356300 Concentrate for solution for infusion LO1DB01 Doxorubicin
napeHtepanHa mg 159800 Powder, dispersion and solvent for concentrate for dispersion for
infusion LO1DBO03 Epirubicin napeHTepanHa mg 4360690 LO1DBO06 Idarubicin napeHTepanHa
mg 33950 LO1DBO07 Mitoxantrone napeHTepanHa mg 67056 LO1DB11 Pixantrone
napeHtepanHa mg 20020

EowTtepikd avayvwploTiko: 420095

5.1.1. ZKomrég
XapakTtipag NG ouppaong: NMpounbeieg
Kdpia tagivounon (cpv): 33600000 PapuakeuTika TTpoidvTa
MpbdoBeTn Tagivéunon (cpv): 33652000 AvTIVEOTTAAOUATIKA KAl AVOCOPPUBUIOTIKA QAPUAKO

5.1.2. Toétrog ekTéAeong
Taxudpouikr) dieuBuvon: Benrapus, rp. Codwus, MNMnowag Ceeta Hepens Ne 5
MéAN: Codusa
Taxudpoulkog kwdikag: 1000
YTmrodiaipeon xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTipwpEevn didpkela
Huepopnvia évapéng: 16/12/2024
Aigpkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Aia
EkTipwpevn agia xwpig GrA: 120 592 340,52 BGN

5.1.6. Tlevikég TTAnpo@oOpieg
Kat’ atmmokAEIGTIKOTNTA CUMMPETOXN: AEV TTAPAXWPEITAI CUPMPETOXT.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev XpnuatodoTeital atrd Ta Tapeia Tng EE
H dnudoia oupBacn KaAUTITETAI ATTO TN CUPPWVIa yia TIG dnuooieg oupBaocelg (ZAX): val
MpbéoBeTeg TANPOPOpPIES: OnpeaeneHnTe N3NbAHUTENN MO PAMKOBOTO CrnopasyMeHue He
AbIhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIIHEHWE Ha BCEKU
KOHKpeTeH A0roBOp, CKMOYEH crief NpoBeAeH BbTPeLleH KOHKYpPeHTEeH n3bop, Bb3 OCHOBA Ha
CKIMIOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
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obuiecTBeHa nopbyka, 6e3 BkntoveH [0C, B cnyyar 4ye JoroBopa € Ha CTOMHOCT paBHa unu
Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu nog 50 000 n.. 6e3 BkntoveH A0C, rapaHumsa 3a
N3NbITHEHNE HE Ce N3MCKBA.

5.1.7. Zrpartnyikég dnuooieg cUPBAoEIg
2TOXO0G TwV OTPATNYIKWY dnuociwv cuppfaocwv: Kauia otpaTtnyikr dnuooia cuupacn
Kpithpia Tpdcivwy dNPociwy cupBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIES
ouppaoeig

5.1.8. Kpitipia rpooBacipétnrag
Agv TrepIAapBavovTal KpITrpIa TTPooBaciudTNTAG yIa T ATOUA PE QVATINPIEG YE TNV akOAouOn
aITioAdynon
AITioAdynon: JNlekapcTBeHUTe NPOAYKTM ca 0BeKT Ha perynaumsi No OTHOLIEHME Ha ONakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo CbLMTEe Ce U3MOM3BaT M OT Nnua C yBpexaaHus, ce
crnasBar M3UCKBaHMATA Ha €BPOMENCKOTO 3aKOHOA4ATECNTBO B Ta3n obnacTt, NnpeaBua KOeTo He
€ HeobxoauMo aa ce NOoCTaBAT AOMbIHUTENHN KPUTEPUN 3a AOCTBNHOCT 3a nvua ¢
yBpexaaHus.

5.1.9. Kpitipia emiAoyng
Kpimplo:
Eidog: OikovouIKn Kal xpnuaTtodoTIKr ETTAPKEIQ
Ovopaoia: Ha ocHoBaHue 4n. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30[1, yyacTHuuuTe B
npouenyparta 3a nocrnegHuTe Tpy NPUKIIOYMIN UHAHCOBU rOAMHM Aa ca peanuavpani
MUHUManeH obopoT B cepaTa, nonagalla B obxeara Ha nopbykaTa, M34mcrieH Ha basa
roguwHuTe o6opoTHu.
Mepiypaen: PeanuanpaHmat MmHumaneH obopoT B chepaTta, nonagawia B obxsaTa Ha
nopbykaTa, usdncrneH Ha 6asa roguwHuTe o6opoTn, cneasa Aa e paseH Ha 1 % oT cbopa Ha
NpOrHo3HaTa/HuTe CTOMHOCT/M Ha CbOTBETHATa/HUTE HOMEHKNaTypa/u B o6ocobeHnTe
no3nuun, 3a KOATO/KOMUTO ce nogasa odeprtara. Nog MmHMManeH o6opoT B cdepara,
nonagawa B obxsaTta Ha nopbykaTa, crnegsa ga ce pasbvpa 060poT peanusmpaH oT TbProBus
C nekapcTtBeHn npoayktn. CvrnacHo un. 62, an. 3 ot 30[1, nHdopmauuaTa Mmoxe aa obxealla
N NO-KpaTbK Nepuog B 3aBUCMMOCT OT aTtaTa, Ha KOATO Y4aCTHUKBT € Cb34afeH unm e
3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHUs KPUTEPUIN, KOUTO ce NpPenCTaBAT npu
NMOMCKBaHe B X0A4a Ha npoueaypaTa unmn ot y4acTHMKa onpeaeneH 3a U3nbiiHMTenN npeaun
CKIMOYBaHe Ha 4OroBopa, B criydante Ha yun. 67, an. 5unmnun. 112, an. 1, 1. 2 ot 30T,
cnpaBka 3a obopoTa B chepara, nonagaila B obxsara Ha nopbykaTa 3a NOCOYEHUSA Nepuos.
CbOTBETCTBMETO C NOCTABEHMS KpUTEPUIN Ce Aeknapupa ¢ nonbneaHe Ha vacTt |V, pasgen b
ot EELION.
Xprion autou Tou KpIThpiou: XpnOIYOTToIETal

Kpitrpio:

Eidog: KataAAnAGTNTA yIa TNV doknon TNG ETTAYYEANOTIKAG dpacTnpIOTNTOG

Ovopacia: YyacTHuuuTe criefBa fa ca BNMcaHu B TbProBCKUSt PErmcTbp U/Mnm B CbOTBETEH
npodecroHarneH perncTbp, a 3a YyXgecTpaHHu nvua - B aHanorm4Hu permcTpu CbrnacHo
3aKOHOAATENCTBOTO Ha AbpXXaBaTa YrieHka, B KOSITO ca YCTaHOBEHW.

Mepiypaen): YyacTHMunTe B obLiecTBeHaTa nopbyka TpsabBa Aa nputexasaT paspeLleHne 3a
Npov3BOACTBO, U34afAeHO No peda Ha 3akoHa 3a NekapcTBEHUTE NPOOYKTU B XyMaHHaTa
megumumHa (3J1MXM) (B cnyvauTe no un. 196, an. 1 ot 3JIMNXM) nnu 3a Tbprosusa Ha eapo ¢
nekapcTBeHU NPOaYyKTU UNN yOOCTOBEPEHME 3a PerncTpaums 3a TbproBusi Ha egpo C
nekapcTBeHu NpoaykTn (cnydaute no yn. 195, an. 1 n an. 2 ot 3JINXM), nnn paspelueHuve 3a
BHOC (cny4vauTe no un. 196, an. 2 ot 3J1MXM) — usgageHn no pega Ha 3JTTTXM.
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CbOTBETCTBMETO C NOCTABEHMS KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot EE[JON, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha pas3peLleHneTo 3a
NpPOM3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a TbproeBusi Ha €4po C NIEKAaPCTBEHMU
NPOAYKTU Ui Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbpProBus Ha eapo C fIekapCTBEHU
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBsa OT y4acTHMKA onpeaeneH 3a U3NbHUTEN, Npeau
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHo Konne Ha BanuaHo paspelleHne 3a Npon3BoacTBo, n3gageHo no peaa Ha 3JTMXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unun Ha apyr JOKYMEHT, y4OCTOBEpsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa JOCTbM MO cryXebeH NbT unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLMTEe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KpIThpiou: XpnOIYOTToIETal

5.1.10. Kpithpia avabeong
Kpimplo:
Eidog: Tiun
Ovopagoia: MlkoHoMu4eckn Han-n3rogHata odepTta ce onpeaensi Bb3 OCHOBa Ha Hal-HMUcKaTa
LieHa creq NpoBedeH eNeKTPOHEH Tbpr. TO3M KpUTEPUIA Ce npunara n npu BbTPELLHO
KOHKYPEHTHUTE n3bopu oT neyebHUTe 3aBeaeHus.
Mepiypaen: 1. Cnepn npoBeXxaaHeTO Ha eNEKTPOHHUS ThPr 3a BCEKU JIEKAapPCTBEH NPOAYKT, Lie
O6baart onpeaeneHn N3NbAHUTENM NO PAaMKOBO Copa3yMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a BCSka HOMEHKNaTypa, oT TexHuyeckaTa crneummrkaums, 3a U3anNbIHUTENN Mo
PaMKOBOTO CropasyMeHUe e ce onpeaensaT y4acTHUKBbT NPeasioxXmi Han-H1UCKa LeHa m
BCUYKM OPYrM y4acTHULUK, Npeanoxunu LeHa, koaTto e 4o 10 % no-BMcoka OT Han-HUCKaTa
npeanoXxeHa LueHa. Bb3noxutenar He NocTaBs orpaHMyYeHne 3a MakcnumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue camo
€0VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHMUATa 3a OTCTpaHsABaHe, MOCOYEHU B
HacTosaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogbop; Unun e Hanvue camo
€[HO NpeanoXxeHue, KOeTo OTroBapsa Ha NpeaBapUTENHO 06SABEHNTE YCNOBUA Ha
Bb3M10XUTENS 3a U3NBIHUTEN Ha CbOTBETHATa HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT NedebHnTe 3aBeaeHus!, 3a U3NbIHUTEN
we 6bae onpefeneH KnacupaHuaT Ha MbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cuupdoswyv
MAWOOEG OTIG OTTOIEG €ival ETTION WG dIabEoipa Ta £yypaga g dnudoiag cuppaong:
BouAyapikda
AieuBuvon Twv eyypdewy TnG dnudaoiag ouuBaong: https://cop.mh.government.bg/
Ad hoc diauAog TTikoIvwviag:
Ovopagoia: LOIMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opol dnuociwv cuppaocewyv
Opoi uTToBOAAG:
HAeKTPOVIKY UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttoBoAr: https://cop.mh.government.bg/
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"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda

HAEKTPOVIKOG KATAAOYOG: Agv ETTITPETTETAI

ATTQITEITAI TTPONYMEVN 1] EYKEKPIPEVN NAEKTPOVIKE UTTOYPA®r 1} o@payida [6TTwG opideTal oTOV
kavoviouo (EE) api® 910/2014]

MapaAAayég: Aev emTpéTTETAI

MpoBeouia TTapaAafng Twv mpoo@opwyv: 11/11/2024 23:59:59 (UTC+2)

MpoBeoyia péxpl TRV oTToia N TTPOCPOPA TTPETTEI Va TTapapEivel o€ 10XU: 10 Mriveg
IMAnpo@opieg OXETIKA PE T dNUOCIA ATTOCEPAYIO:

Huepopnvia atrooepadyiong: 12/11/2024 15:00:00 (UTC+2)

Totog: EnekTpoHHaTa cuctema

MpbdoBeTeg TTANPOYOPIEG: HacToswaTa npoueaypa e u3uano enekTpoHHa U BCUYKU OeNCTBUS
CBbp3aHn ¢ 06aBABaAHETO M N NPOBEXAAHETO 1 Wwe 6baaT n3BbpLUBaHM Ype3d EnekTpoHHaTa
cucTemMa, AOCTbMHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/

Opol TG ouupaong:

H ouuBaon TTpETTel va eKTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi

HAekTpovikr TIHOAGYNoN: ETiTpéteTal

Oa xpnoipoTtroinBei NAeKTpOVIKA TTapayyeAia: oxl

©a xpnoipoTroinBei NAeKTPOVIKA TTANPWHN: 6XI

XpnUAToOIKOVOUIKEG puBuioeIg: Benykm konuyecTsa, NocoveHun B cneumdukaumsaTa Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBYHU” U ca NpeaMeT Ha Bb3naraHe B pamkuTe Ha
BbTpELLEeH KOHKYPEeHTEH n3bop No paMKOBO criopasdymMeHune, No nokaHa Ha nevyebHute
3aBefieHns1 — Bb3OXUTENN, MOCOYEHN B HAcTosLWaTa JOKyMeHTauna. B pamkuTe Ha
NPoBeXAaHUTE BbTPELLHM KOHKYPEHTHU n3bopu, we 6baaTt 3asiBaBaHn KONNMYeCcTBa,
CbOOpa3HO TEKYLUUTE HYXXOWN Ha BCSKO Ne4ebHOo 3aBeaeHue, KaTto nevyebHOTo 3aBeaeHne —
BBb3OXMTESN HE € ANBbXHO Aa 3asBK 3a A40CTaBka LsnoTo 4OroBOPEHO KONNYECTBO, a nma
npaBo Aa 3asaBsiBa KONIMYECTBaA CbINacHO OENCTBUTENHUTE CU HYXXOWU, HO He noBeYe OT
aoroBopeHoTo. Cnepn cknoYBaHe Ha KOHKPETEH AOroBOp, Bb3HUKBAT 3a4b/KeHUsATa 3a
3asBsABaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEHUTE NeKapCTBEHU MPOAYKTH.

5.1.15. Texvikég
2UPQWVIO-TTAQICIO: ZUP@WVIA-TTAQICI0, JE ETTAVEKKIVNON OIAYWVIOUOU
MéyioTog apiBudg ocuppeTexdvtwy: 100
AImioAdynon tng didpkeiag TNG cup@wviag-rAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTodllarta
obLiecTBeHa NopbYKa PaMKOBO Cropa3yMeHune, e € CbC CPOK Ha U3NbIHEHWE 40 ABe
roguHu, CYMTaAHO OT AaTaTta Ha CknYBaHeTo My. CpoKbT Ha JOrOBOPUTE, CKITHOMEHWN crneq
npoBefeH BbTPeLLEH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. Mmoxe Aa HaaxXBbPIS KparHUS CPOK Ha
CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He NnoBeYe OT eHa roguHa - Korato rno A4oroBopa He ca n3vyeprnaHn BCUYKN KONMYecTBa OT
nekpcteeHute npoayktn n LUOMC3 He e cknioyni HOBO paMKOBO Criopa3yMeHue 3a TAX.
K&dAuywn atré mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHus 3a 6onHUYHa
nomoty no 4n. 9 ot 3akoHa 3a neyebHute 3aBeneHunsa (3J13), neyebHn 3aBegeHns 3a
6onHn4yHa nomouy no yn. 5, an. 1 ot 3J/13, ueHTpoBe 3a cnewHa MeauumMHCKa NomMoLy, nevyebHu
3aBefeHns 3a CTauMoHapHa ncMxmaTtpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTemMa 3a nekapcrteeHn npoayktu. NpegmeT Ha BbanaraHe Ypes LUIOMNC3 ca gocrtaBku Ha
CTOKM — NIeKapCTBEHM NPOAYKTU OT M03NTUBHMS NEKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHW B Ny6nn4eH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LEHU U
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penmbypcrpaHe Ha NekapcTBeHN NPOoAyKTU. HacToswaTa npoueaypa obxsawla 3asgBeHuTe ot
nocoYeHnTe no-gony nevyebHn 3aBefeHNs NekapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asBkM B nepuoga mecel, pespyapu un mecer, mapt 2024 r.
MoaopobeH cnuchk Ha neyebHUTe 3aBedeHNs ce Cbabpxa B [lIokyMeHTauusiTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.

IMANpo@opieg OXETIKA PE TO DUVAUIKG ocUCTNUA ayopwyV: Kavéva dUVANIKO aUCTNHA ayopwV
HAEKTPOVIKOG TTAEIOTNPIACHOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAI TNV akdAouBn dieubuvon: https://cop.mh.
government.bg/

Mepiypaen): N360pbT Ha M3NBAHUTENM NO CLOTBETHUTE HOMEHKIATYPU, BKITOYEHN B
pPamMKOBOTO criopasymeHue Lie 6bae U3BbpLLEH cred NpoBexaaHe Ha eNekTPOHEH Tbpr Mo
pena Ha un. 89-91 ot 30I1, upes EnektpoHHaTta cuctema. lNpoBexaaHeTo Ha eNeKTPOHHNUS
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C U3OpaHus
KpuUTepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpoHHUA Thpr Wwe 6baaT
AONYyCHAaTW y4aCTHULMTE, YUNTO NPearioKeHNa OTrOBapsT Ha M3MCKBAHUATA Ha Bb3NOXUTENS,
NMOCOYEHN B HacTosLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, Le ce NpoBexaa CbC CTbMKa 3a
HamansaBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna usano Hyna net npoueHTta). MNpunaraHeTo
Ha cTbrnkaTa, BOOW 0O HamarnsiBaHe Ha LueHaTta 3a equHuua Msipka, npeanoxeHa ot
CbOTBETHUS Y4aCTHUK C MPOLEHTa Ha cTbhKkaTa. [1pu cnegsallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
eNeKTPOHHUA Tbpr ueHa. MNpeau ctapTupaHe Ha eNeKTPOHHUS Tbpr, AOMNyCcHaTUTe
y4yacTHULMTE Norfy4vaBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NMbpBOHavarnHaTa oueHKa Ha odpepTuTe M. ENEeKTpoOHHUA Thpr LWe 3anoyHe He No-paHo OT
2 paboTH¥ OHW, cned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€MEeKTPOHHUS TbPr, BCEKN €OQUH YYaCTHUK, e MOXe [a BUXA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr we
NPUKINIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. NMepaitépw TTANnPOPOpPiEg, SilapecoAdBnon Kal TTPOCPUYN
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA e TIG TTPOBeOieg eTTaveCETaong: Ha ocHoBaHue un. 197, an. 1, 7. 1 ot
30T, »xanbw moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpeLly pelleHMeTO 3a OTKpUBaHe Ha npoueayparta u/unu peLeHneTo 3a
opnobpsiBaHe Ha NPOMEHM B yCroBMsATa No obsiBeHaTa npoueaypa

5.1. NapTida: LOT-0002
Tithog: O6ocobeHa no3mumsa Ne 2, BkntoyBalla 47 HOMEHKNaTypu
Mepiypaer): ATC INN Form Package Quantity Note LOTEAO1 Imatinib nepopannHa TBbpaa mg
100881600 LO1EA02 Dasatinib nepopanHa TBbpaa mg 4964500 C92.1 LO1EAO3 Nilotinib
nepoparnHa Tebpga mg 181139600 LO1EAO4 Bosutinib nepopanHa t8bpaa mg 14772000
LO1EAOQ5 Ponatinib nepopanHa 1Bbpaa mg 615800 LOTEAO06 Asciminib nepopanHa TBbpaa
mg 2479200 LO1EBO1 Gefitinib nepopanHa TBbpaa mg 8034800 LO1EBO2 Erlotinib
nepopanHa Tebpaa mg 10302750 LO1EBO3 Afatinib nepopanHa tBbpaa mg 1724640
LO1EBO4 Osimertinib nepopanHa tBbpaa mg 7410840 LO1ECO1 Vemurafenib nepopanHa
TBbpAa mg 46318464 LO1ECO02 Dabrafenib nepopanHa TBbpaa mg 28027900 LO1ECO03
Encorafenib nepopanHa tBbpaa mg 37141400 LO1EDO1 Crizotinib nepopanHa TBbpaa mg
11480000 LO1EDOS alectinib nepopanHa 18bpaa mg 58200000 LO1EDOS Lorlatinib
nepoparnHa Tebpaa mg 4412050 LO1EEO1 Trametinib nepopanna tBbpaa mg 179360
LO1EEO2 Cobimetinib nepopanHa TBbpaa mg 1292100 LO1EEO3 Binimetinib nepopanHa
TBbpaa mg 5047560 LO1EFO01 palbociclib nepopanHa tBbpaa mg 37009975 LO1EF03
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Abemaciclib nepopanHa TBbpaa mg 52420330 LO1EGO1 Temsirolimus napeHTepanHa mg
67670 LO1EGO2 Everolimus nepoparnHa 18bpga mg 1028120 5 mg/10 mg LO1EG02
Everolimus nepopanHa t8bpga mg 3840 2,5 mg LO1EHO1 Lapatinib nepopanHa TBbpaa mg
51450250 LO1EHO3 Tucatinib nepopanHa T8bpaa mg 25216100 LO1EJO1 Ruxolitinib
nepopanHa TBbpaa mg 4267000 LO1EJO2 Fedratinib nepopanHa tBbpaa g 26600 LO1EKO1
Axitinib nepopanHa 1Bbpaa mg 1349610 LOT1ELO1 Ibrutinib nepopanHa 1Bbpaa g 66852
LO1ELO2 Acalabrutinib nepopanHa 18bpaa g 11012 LO1ELO3 Zanubrutinib nepoparnHa tBbpaa
g 20576 LOTEMO3 Alpelisib nepopanHa 18bpaa mg 23940480 LO1ENO2 Pemigatinib
nepopanHa tBbpaa mg 46016 LO1EXO1 Sunitinib nepopanHa TBbpaa mg 4695479 LO1EX02
Sorafenib nepopanHa TBbpaa mg 61183880 C22.0,C22.1,C22.2,C22.3,C22.4,C22.7,C22.9,
C64 LO1EX02 Sorafenib nepopanHa tBbpaa mg 17873360 C73 LO1EXO3 Pazopanib
nepopanHa TBbpaa mg 80840400 LO1EXO5 Regorafenib nepopanHa tBbpaa mg 10338304
LO1EXO08 Lenvatinib nepopanHa 1Bbpaa mg 291360 C22.0, C22.9 LO1EX08 Lenvatinib
nepoparnHa Tebpaa mg 835392 C54.0,C54.1,C54.2,C54.3,C54.8,C54.9,C55,C73 LO1EX09
Nintedanib nepopanHa TBbpaa mg 16748400 C34 LO1EX09 Nintedanib nepopanHa T8bpaa
mg 2892000 LO1EX13 Gilteritinib nepopanHa 1Bbpaa mg 2280864 LO1EX14 Entrectinib
nepopanHa tBbpaa g 14310 LO1EX18 Avapritinib nepopanHa tBbpaa g 541

EowrTepikd avayvwpioTikd: 420100

5.1.1. ZKomog
XapakTtpag NG ouppBaong: MNpounbeieg
Kdpia tagivounon (cpv): 33600000 dapuakeuTika TTpoiovTa
MpbdoBeTn Tagivounon (cpv): 33652000 AvTIVEOTTAAOUATIKA KAl AVOCOPPUBUICTIKA QAPUAKO

5.1.2. Toémrog ekTéAEONg
Taxudpouikr) dieubuvon: Bwnrapus, rp. Codus, MNMnowan Ceeta Hepgens Ne 5
MoAn: Codums
TaxudpouIkog kwdikag: 1000
YTmrodiaipean xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia
Mpbéobeteg TANpogopics: ,NUTS: BG Bwnrapusa®

5.1.3. EkTipwpevn Sidpkeia
Huepopnvia évapéng: 16/12/2024
Aiapkeia: 2 'Emn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Agia
EkTipwpevn agia xwpic GrA: 595 403 715,99 BGN

5.1.6. Tevikég TTAnpo@opieg
Kat’ atmoKAEICTIKOTATA CUMHPETOXN: AEV TTAOPAXWPEITAI CUPHETOXT).
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapecia 1ng EE
H dnudaoia aupBacn KaAUTITETAI ATTO TN CUMPWVIa yia TIC dnuoaieg oupBdoclg (ZAZ): val
MpbdoBeTeg TTANPOYOPIES: OnpeaeneHnTe N3NbIIHUTENW MO PaMKOBOTO CropasyMeHne He
AbrKaTt rapaHuuns 3a U3nbrHeHne Npu cknoyBaHe My. MapaHumaTa 3a U3NbHEHWE Ha BCEKU
KOHKpeTEeH A0roBop, CKMNIOYEH crieq NpoBeeH BbTpeLleH KOHKYPEeHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha Aoroeopa 3a
obuiecTBeHa nopbyka, 6e3 BknoveH AC, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unm
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Hag 50 000 nB., 6e3 Bkn. AC. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
M3MNbIHEHNE HE Ce U3NCKBA.

5.1.7. Zrpartnyikég dnuooieg cUPBAOEIg
2TOXO0G TwV OTPATNYIKWY dnuociwv cuupfacewv: Kauia otpatnyikr dnuoacia cuupacn
Kpitipia Tpdoivwy dnNPooiwy cupBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIEG
ouppaceig

5.1.8. Kpithpia mpooBacigoéTnTag
Agv TTEpIAaUBAvoVTal KPITAPIO TTPOCRACIYOTATOS VIO TA GTOUA KE avaTTnpieg Je TNV akOAoubn
aImioAéynon
AimioAéynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynauusi No OTHOLEHVE Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbi KaTo CbLUUTE Ce U3NON3BAT M OT NnLA C YBpeXaaHus, ce
crasBaT M3UCKBaHUATA Ha €BPOMNENCKOTO 3akoHO4ATECNTBO B Ta3n obnacTt, npeaBua KOeTo He
e Heo6xoanMO fa ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢
yBpexaaHus.

5.1.9. Kpithpia emAOYng
Kpitrpio:
Eidog: OikovopIKn Kal xpnuaTtodoTIKr ETTAPKEI
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NPUKNIYMIM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B cchepara, nonagalla B obxeata Ha nopbykarta, n3ymcneH Ha 6asa
roguwHuTe o6opoTHy.
Mepiypagn: PeanuanpaHmat MmHnmaneH ob6opoT B cpepaTta, nonagalla B o6xBaTa Ha
nopbykaTa, n3umcneH Ha 6asa rognwHuTe o6opoTK, cneaea Aa e paseH Ha 1 % oT cbopa Ha
NPOrHo3HaTa/HUTe CTOMHOCT/M Ha CbOTBETHaTa/HUTEe HOMEHKNaTypa/u B o6ocobeHnte
no3nuuK, 3a KOATO/KOUTO ce nogasa oeprtarta. og MmHMManeH obopoT B cdepara,
nonagauwia B o6xeaTa Ha nopbykaTa, crnegsa ga ce pasbupa o6opoT peanmsmpaH OT TbpProBus
C nekapcTtBeHu npoayktn. CwrnacHo yvn. 62, an. 3 ot 30[1, nHopmaunsaTa moxe aa obxeala
N NO-KpaTbK Nepuo B 3aBMCUMOCT OT AaTaTa, Ha KOATO y4aCTHUKBT € Cb3ganeH unn e
3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHUs KpUTEPUN, KOUTO Ce NpeaCTaBAaT npu
noucKBaHe B Xo4a Ha npoueaypaTa unm OT y4acTHUKa onpeerneH 3a U3nbiHuTen npeamn
CKMOYBaHe Ha JOroBopa, B criydante Ha un. 67, an. S5unuun. 112, an. 1, 1. 2 ot 30I1,
cnpaeka 3a obopoTa B cdepaTa, nonagalwia B o6xsata Ha nopbykarta 3a NOCOYEHMS Nepuosa.
CbOoTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbneaHe Ha yacT IV, pasgen b
ot EEQOTI.
Xprion autou Tou KPITnpiou: XpnoIYOTTOIETAl

Kpimplo:

Eidog: KataAANASTNTA yIa TRV AOKNON TNG ETTAYYEAUQTIKAG dpaoTnpIOTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BNMcaHn B TbProBCKUS PerMcTbp U/unm B CbOTBETEH
npodecroHarneH perucTsp, a 3a YyXXaecTpaHH nuua - B aHanorn4yHu permcTpu cbrinacHo
3aKoHOLaTEerNCTBOTO Ha AbpKaBaTa YflieHKa, B KOATO ca YCTaHOBEHW.

Mepiypaen): YyacTHMunTe B obLlecTBeHaTa nopbyka Tpsabsa Aa nputexasaT paspeLleHne 3a
NpoOun3BOACTBO, U34afAeHOo Mo peda Ha 3akoHa 3a flekapCTBEHUTE NPOAYKTU B XyMaHHaTa
mMeanuunHa (311MXM) (B cnyyante no yun. 196, an. 1 ot 3J/IMXM) nnm 3a Tbproeus Ha egpo C
nekapCcTBEHW NPOAYKTU UM yOOCTOBEPEHME 3a PerMcTpauuns 3a TbproBusi Ha eapo C
nekapcTBeHn NpoaykTu (cnydamte no un. 195, an. 1 n an. 2 ot 3J1MNMXM), nnn paspeLueHme 3a
BHOC (cny4auTe no un. 196, an. 2 ot 3JIMXM) — nsgagexu no pega Ha 3J1TTXM.
CbOoTBETCTBMETO C NOCTABEHUNA KPUTEPUIA Ce Aeknapupa ¢ nonbnBaHe Ha yacT |V, byksa ,A®
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ot EE[JOI, kaTo ce nocoyBa: HOMep 1 AaTa Ha u3gaBaHe Ha paspeLlleHNeTo 3a
Npou3BoACTBO, n3gaaeHo no peaa Ha 3J1MXM munu 3a TbproBusa Ha efpo C NekapcTBeHU
NPOAYKTU UM Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fekapCTBeHU
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT y4acTHUKa onpefeneH 3a U3nbiHUTen, npeau
Aa 6bae CKo4YeHo paMKoBO CriopasyMeHne Unu npu nouckBaHe B Xo4a Ha npoueaypaTta e:
3aBEpPEHO KOMMEe Ha BanuaHo paspeLleHne 3a NnponsBoaCTBO, 3ganeHo no pega Ha 3J1MXM
U1 3a TbProBus Ha eapo C fieKapCTBEHN NPOAYKTU UK yOOCTOBEPEHME 3a perncTpauus 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBa 3aBEPEHO KOMME Ha paspeLleHneTo unm Ha apyr 4OKYMEHT, YA0CTOBEPSABaLL, NPaBoTo
3a TbProBus C fiekapCTBEHU NMPOAYKTU UNKN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
UMa AOoCTbMN MO cryXebeH NbT unu Ypes NyoennyeH perncTbp, UM Korato CbLUMTE MoraT fa
6baaT ocurypeHn Ypes npsik n 6esnnateH gocTbn A0 HaumMoHanHuTe 6asn gaHHM Ha
ObpXKaBUTE YNEHKMN.

Xprion autou Tou KpITnpiou: XpnOIPoTToIEiTal

5.1.10. Kpithpia avabeong
Kpitrpio:
Eidog: Tiun
Ovouaoia: MlkoHoMn4eckn Han-nsrogHata oepTa ce onpeaensi Bb3 OCHOBaA Ha Hal-HUCKaTa
LeHa crnep NnpoBefeH enekTpoHeH Tbpr. To3u Kputepui ce npunara n NnpyM BbTPELUHO
KOHKYPEHTHUTE n3bopun oT nieyebHuTe 3aBeaeHus.
Mepiypaen: 1. Cnen npoBeXaaHETO Ha ENEKTPOHHNUS TbPr 3@ BCEKWN NEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue npu cnasBaHe Ha cnegHute
npasuna: 3a Bcska HOMeHKIaTypa, oT TexHudeckaTta cneymdpukaums, 3a U3nbHUTENN NO
pPaMKOBOTO CropasyMeHue e ce onpeaenaT y4acTHUKBbT NPeasioxXui Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, Npeanoxunu ueHa, kosato e o 10 % no-sucoka oT Han-HuckaTa
npegnoxeHa ueHa. Bb3noxutenar He NOCTaBs orpaHuyeHne 3a MakcumaneH 6pon
N3NbIHUTENU NO HOMEHKNaTypa. B cnyyan, Ye 3a fageHa HOMeHKNaTypa e Hanuue camo
€[VH Y4aCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHMUATa 3a OTCTpaHABaHe, MOCOYEHU B
HacTosLaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NpeanoXxeHue, KoeTo OTroBapsa Ha NpeaBapUTENHO 06SBEHUTE YCNOBUA Ha
BB3NOXMTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT fiedebHnTe 3aBeeHuUs, 3a U3NbIHUTEN
Wwe 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPeAnoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnpociwv cuppdocwyv
FAWOOEG OTIG OTTOIEG €ival €TIONUWG dlabéoipa Ta £yypaga tng dnudaoiag cuppaong:
BouAyapikd
AielBuvon Twv eyypagwy TnG dnuoaciag cuupaong: https://cop.mh.government.bg/
Ad hoc diauAog eTTiKoIVwViag:
Ovopaoia: LLOMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opoi dnupociwv cuupdoswyv
Opol uTToBOANG:
HAeKTPOVIKY) UTTOBOAN: YTTOXPEWTIKN
Aig0Buvon yia uttofoAn: https://cop.mh.government.bg/
"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITAOEIG CUPUETOXNG:
BouAyapika
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HAEKTPOVIKOG KATAAOYOG: Agv €TTITPETTETAI

ATTauTeiTal TTPONYMEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTTOypa®n | oppayida [6TTwg opileTal oTOoV
kavoviouod (EE) api® 910/2014]

MapaAhayég: Agv eTITPETTETAI

MpoBeoyia TTapaAapng Twv Tpoo@opwv: 11/11/2024 23:59:59 (UTC+2)

MpoBeouia uExpl TNV OTTOIO N TTPOCPOPA TTPETTEI Va TTapaeivel ae 1IoxU: 10 MAveg
MAnpo@opieg OXETIKA PE TN dNPOCIA ATTOCEPAYIoN:

Huepopnvia atrooepdyiong: 12/11/2024 15:00:00 (UTC+2)

Totog: EnektpoHHaTa cuctema

MpbdoBeTeC TTANPOYOPIEG: HacTosiwaTa npoueaypa e u3uano enekTpoHHa 1 BCUYKU OEeNCTBUS
CBbp3aHKN C 06ABABAHETO M 1 NPOBEXAAHETO U Le ObaaT n3BbpLUBaHK Ype3 EnekrtpoHHaTa
cucTema, AOCTbIHA Ha criefHUsA enekTpoHeH agpec: https://cop.mh.government.bg/

Opol TG ouupaong:

H oUuBaon mpétmel va ekTeAEITal OTO TTAQICIO TTPOYPAUUATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi

HAekTpovikr TIHOAGYNOoN: ETTITpETTETAI

Oa xpnoipoTToinBei NAEKTPOVIKA TTapayyeAia: Oxi

©a xpnoipoTtroinBei NAEKTPOVIKA TTANPWUNR: OXI

XPNHOTOOIKOVOMIKEG puBUioEIG: Benukn KonudecTsa, NOCOYEHN B cneuyudukaunsaTa Ha
EnekTtpoHHaTa cuctema, ca ,OpMeHTUPOBBYHU” 1 Ca NpeaMeT Ha Bb3fnaraHe B paMKuTe Ha
BbTPELLEH KOHKYPEeHTEH n3bop No paMKoOBO criopasdymMeHune, no nokaHa Ha nevyebHute
3aBefeHNsi — Bb3MOXUTENMW, NOCOYEHM B HAacTosIWaTa AOKYMeHTauums. B pamkute Ha
NpoBeXaaHUTe BbTPELLUHM KOHKYPEHTHU 13bopu, we 6baaTt 3asiBsiBaHn KONNM4ecTBa,
CbOBpa3HO TeKyLUUTE HYXXON Ha BCSIKO NevyebHo 3aBeaeHue, KaTo ne4yebHOTO 3aBeaeHmne —
Bb3M0XUTESN HE € ANbXHO Aa 3asBu 3a JOoCTaBKa LUAnoToO AOroOBOPEHO KONMYECTBO, a MMma
npaBo Ja 3asaBsiBa KONIMYECTBA CbIacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
aoroBopeHoTo. Crnep cknoYBaHe Ha KOHKPEeTEH A0roBOp, Bb3HUKBAT 3a4b/KeHUsATa 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTe NekapCTBEHN NMPOaYKTH.

5.1.15. Texvikég
2UPQwVia-TTAaiclo: Zup@wvia-TTAaiclo, e eTavekkivnon diaywviguou
MéyioTog apiBudg ocuppeTexévtwy: 100
AImioAdynon tng diIdpKeIag TG cuppwviag-rAaiciou: CKNOYEHOTO Bb3 OCHOBA Ha HacTodwarta
obuiecTBeHa nopbyka pamKoBO CriopasyMeHMe, LLie € CbC CPOK Ha U3NbIIHEHME OO ABE
roguHu, CYMTaAHO OT AaTaTta Ha CKNYBaHeTO My. CpOKbT Ha JOrOBOPUTE, CKITHOMEHU crnejq
npoBeAeH BbTPELLEeH KOHKYPEHTEH N3bop N0 paMKOBOTO Criopa3yMeHue oT fieyebHuTe
3aBegeHus no 4n. 1 ot NMMC Ne 146/2015 r. moxxe fa HaaxXBbpsa KpamHUs CPOK Ha
CKIMOYEHOTO pPaMKOBO crnopasymeHne. MakcumanHusaT CpoK, C KOMTO MOraT Aa ro HagxBbpnaT
€ He noBeYe OT ejHa roguHa - Korato rno AoroBopa He ca n3veprnaHu BCUYKU KONMyYecTBa OT
nekpcrteeHnte npoayktn n LUIOMNC3 He e ckniounn HOBO paMKOBO Criopa3yMeHue 3a TAX.
KaAuwn até mpdoBeTo ayopaoTh: Bv3noxutenure - neyebHn 3aBegeHus 3a 60nHnYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHuTe 3aBeaeHus (3J13), neyebHn 3aBegeHUn 3a
©onHmyHa nomouy no yn. 5, an. 1 ot 313, ueHTpoBe 3a cneluHa MeauLMHCKa MOMOLL, fie4ebHn
3aBefeHunst 3a CTauMoHapHa ncuxmatpuyHa nomoll no yn. 5, an. 1 ot 3J13 n neyebHu
3aBegeHus no yn. 10, 1. 3, 3a u 36 ot 3J13, KonTo ca noganu 3asiBku, Ype3 EnekrpoHHaTa
cucTemMa 3a nekapcTeBeHn npoaykTu. NpegmeT Ha BbanaraHe ypes LIOMNC3 ca gocraBku Ha
CTOKM — fleKapCTBEHW NPOAYKTU OT M03NTUBHMS NekapCTBEH CNNCHK NO Y. 262 ot 3J1MXM,
BNMCaHN B NyGnnYeH eneKkTpoHEH PerucTbp kbM HaumoHanHna cbBET MO LEHN U
peumbypcurpaHe Ha nekapcTBeHn NpoaykTu. HactoswaTa npouenypa obxesalla 3asgsBeHUTe OT
nocoYeHnTe no-gony nevyebHn 3aBeaeHNs NeKkapCcTBEHN NPOAYKTU, B paMKUTe Ha NpoBeaeHa
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npoueaypa 3a cbbvpaHe Ha 3asBkM B nepuoga mecew, pespyapu un mecel, mapt 2024 r.
MoaopobeH cnuchk Ha neyebHUTe 3aBedeHNs ce Cbabpxa B [lIokyMeHTauusiTa 3a Bb3naraHe
Ha obLiecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHaTa cuctema.

MANpo@opieg OXETIKA PE TO DUVAUIKG oUCTNUA ayopwyV: Kavéva dUVANIKO aUCTNUA ayopwV
HAEKTPOVIKOG TTAEIOTNPIACHOG: Val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI TNV akdAouBn dielbuvaon: https://cop.mh.
government.bg/

Mepiypaen): N360pbT Ha M3NBAHUTENM NO CLOTBETHUTE HOMEHKIATYPU, BKITOYEHN B
pPaMKOBOTO criopasymeHue Lie 6bae U3BbpLLEH cred NpoBexaaHe Ha eNekTPOHEH Tbpr Mo
pena Ha un. 89-91 ot 30I1, upes EnektpoHHaTta cuctema. lNpoBexaaHeTo Ha eNeKTPOHHNUS
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C U3OpaHus
KpuUTepun 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpoHHUA Thpr Wwe 6baaT
AO0NYyCHAaTW y4aCTHULMTE, YUNTO NPearioKeHNa OTrOBapsT Ha M3MCKBAHUATA Ha Bb3NOXUTENS,
NOCOYEHUN B HacTosLWaTa AOKYMeHTaums. ENekKTpoHHUAT Thpr, Le ce NpoBexaa CbC CTbMKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna usano v Hyna net npouexTta). NpunaraHeTo
Ha cTbrnkaTa, BOOW 0O HamarnsiBaHe Ha LueHaTta 3a equHuua Msipka, npeanoxeHa ot
CbOTBETHUS Y4aCTHUK C MPOLEHTa Ha cTbhKkaTa. [1pu cnegsallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
eNeKTPOHHUA Tbpr ueHa. MNpeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, AoMycHaTUTe
yyacTHUUMTE norfy4vaBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NMbpBOHavarnHaTa oueHKa Ha odpepTuTe M. ENEeKTpoOHHUA Thpr LWe 3anoyHe He No-paHo OT
2 paboTH¥ OHW, cned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€MEeKTPOHHUS TbPr, BCEKN €OQUH YYaCTHUK, e MOXe [a BUXA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr Wwe
NPUKINIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. NMepaitépw TTANnPOPOpPiEg, SilapecoAdBnon Kal TTPOCPUYN
Opyaviopog TTpoo@uyng: Komucns 3a 3awmrta Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA g TIG TTPOBeoieg eTTaveCETaong: Ha ocHoBaHue vn. 197, an. 1, 7. 1 ot
30T, »xanbw moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
an. 3 ot 301 - cpely pelleHMeTO 3a OTKpUBaHe Ha npoueayparta u/unu peLeHneTo 3a
opnobpsiBaHe Ha NPOMEHM B yCroBMsATa No obsiBeHaTa npoueaypa

5.1. NapTida: LOT-0003
Tithog: O6ocobeHa nosmumsa Ne 3, BkntoyBala 58 HomeHknaTypu
Mepiypaer): ATC INN Form Package Quantity Note LO1FAO1 Rituximab napeHTepanHa mg
282500 concentrate for solution for infusion MKB L10 LO1FAO1 Rituximab napeHTepanHa mg
4607500 concentrate for solution for infusion MKB C82,C83,C91,M31 LO1FAO1 Rituximab
napeHTepanHa mg 347500 concentrate for solution for infusion MKB M05,M06 LO1FCO01
Daratumumab napeHTepanHa mg 3039200 Concentrate for solution for infusion LO1FCO01
Daratumumab napeHTepanta vial 5160 Solution for injection LO1FCO02 Isatuximab
napeHtepanHa mg 1774400 LO1FDO1 Trastuzumab napeHTtepanHa mg 1690080 Powder for
concentrate for solution for infusion LO1FD02 Pertuzumab napeHtepanHa mg 4166380
LO1FDO03 Trastuzumab Emtansine napeHTepanHa mg 938794 LO1FD04 Trastuzumab
deruxtecan napeHTtepanHa mg 1579964 LO1FEO1 Cetuximab napeHTepanHa mg 5500200
LO1FEO2 Panitumumab napeHTtepanHa mg 3383200 LO1FFO1 Nivolumab napeHTepanHa mg
4681420 LO1FFO02 Pembrolizumab napeHtepanHa mg 7020000 LO1FF04 Avelumab
napeHTepanHa mg 4473760 LO1FF05 Atezolizumab napeHTepanHa mg 11009600
Concentrate for solution for infusion LO1FF06 Cemiplimab napeHtepanHa mg 1099600
LO1FGO01 Bevacizumab napeHtepanHa mg 20117557 LO1FG02 Ramucirumab napeHTeparnHa
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mg 1923700 LO1FX02 Gemtuzumab ozogamicin napeHTepanHa mg 1840 LO1FX04
Ipilimumab napeHTepanHa mg 247900 LO1FX05 Brentuximab vedotin napeHTepanHa mg
230200 LO1FX07 blinatumomab napeHTepanHa mcg 25949 LO1FX12 Tafasitamab
napeHTepanHa mg 7130000 LO1FX13 Enfortumab vedotin napeHTepanHa mg 400000
LO1FX14 Polatuzumab vedotin napeHTepanHa mg 296640 LO1FX17 Sacituzumab govitecan
napeHtepanHa mg 3230200 LO1FX18Amivantamab napeHTepanHa mg 1294800 LO1XA01
Cisplatin napeHTepanHa mg 2428560 LO1XA02 Carboplatin napeHTepanHa mg 11481220
LO1XAO03 Oxaliplatin napeHTepanHa mg 5172800 L01XC02 Rituximab napeHTepanHa mg
8882000 solution for injection LO1XCO03 Trastuzumab napeHTepanHa mg 10372200 Solution
for injection LO1XC15 Obinutuzumab napeHTepanHa mg 2384000 LO1XC26 Inotuzumab
ozogamicin napeHtepanHa mg 270 L01XC28 Durvalumab napeHTepanHa mg 2760320
LO1XE12 Vandetanib nepopanHa tBbpaa mg 8148400 LO1XE39 Midostaurin nepopanHa
TBbpaa mg 1498960 LO1XE42 Ribociclib nepopanHa tBbpaga mg 125189000 LO1XE43
Brigatinib nepopanHa tBbpaa mg 7171440 LO1XFO3 Bexarotene nepoparnHa TBbpga mg
8902500 LO1XG01 Bortezomib napeHtepanHa mg 50575 L01XG02 Carfilzomib
napeHTepanHa mg 512920 LO1XG03 Ixazomib nepopanHa tBbpaa mg 20506 L01XJ01
Vismodegib nepopanHa tBbpaa mg 14266140 LO1XKO01 Olaparib nepopanHa 1Bbpaa mg
132372440 Film coated tablet LO1XK04 Talazoparib nepopanHa tBbpaa mg 39450 LO1XX23
Mitotane nepopanHa TBbpaa mg 17385000 LO1XX24 Pegaspargase napeHtepanHa U
3285000 LO1XX35 Anagrelide nepopanHa 18bpaa mg 478500 LO1XX41 Eribulin
napeHtepanHa mg 11264 L01XX44 Aflibercept napeHTepanHa mg 695440 LO1XX52
venetoclax nepopanHa TBbpaa mg 53547200 LO1XX73 Sotorasib nepopanHa 1Bbpaa mg
42506880 LO1XX75 Tebentafusp napeHTepanHa mcg 85900 LO1XY01 Daunorubicin,
cytarabine napeHTepanHa vial 896 L0O1XY02 Pertuzumab, trastuzumab napeHTepanHa vial
1424 1200 mg/600 mg LO1XY02 Pertuzumab, trastuzumab napeHtepanHa vial 12176 600 mg
/600 mg

EowTtepikd avayvwploTiko: 420247

5.1.1. ZKomrdg
XapakTtpag NG ouppBaong: MNpounbeieg
Kdpia tagivounon (cpv): 33600000 dapuakeuTika TTpoidvTa
MpbdoBeTn Tagivéunon (cpv): 33652000 AvTIVEOTTAAOUATIKA KAl AVOCOPPUBUIOTIKA QAPUAKO

5.1.2. Toétrog ekTéAeong
Taxudpouikr) dieuBuvon: benrapus, rp. Codwus, MNnowan Ceeta Hepens Ne 5
MéAN: Codusa
Taxudpouikog kwdikag: 1000
YTmrodiaipeon xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTipwpevn didpkeia
Huepopnvia évapéng: 16/12/2024
Aigpkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Aia
EkTipwpevn agia xwpig GIA: 1 466 521 685,77 BGN
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5.1.6. levikég TTANpo@opicg
KaT aTTOKAEIOTIKOTATA CUPPETOXN: AEV TTAPAXWPEITAI CUPPETOXN.
‘Epyo dnuooiwv cupBacewyv TTou dev Xpnuatodoreital atmod Ta Tapeia 1ng EE
H dnuooia cupBacn KAAUTITETAI ATTO TN CUP@WVIa yia TIG dnudoieg ouppdoelg (XAZ): val
MpbéoBeTeg TTANPOPOPIES: OnpeaeneHnTe N3NbAHUTENN MO PAMKOBOTO CropasyMeHue He
AbIhKaT rapaHumns 3a U3NbiIHEHME NPU CKNtoYBaHe My. [apaHumaTa 3a U3NbIIHEHWE Ha BCEKU
KOHKpEeTEH A0roBOp, CKMOYEH crief NpoBeAeH BbTPELLEH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITIOYEHO PaMKOBO Criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JOroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH 0C, B cnyvar Ye JoroBopa € Ha CTOMHOCT paBHa uUnu
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbITHEHNE He Ce N3MCKBA.

5.1.7. Zrparnyikég dnuooieg cuppdoslg
2TOX0G TV OTPATNYIKWY dnuociwv cuppBdoewv: Kauia otpatnyikr dnuooia cuupacn
Kpitipia Tpdcivwy dnNPociwy cupBacewy: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIES
ouppaoeig

5.1.8. Kpithpia rpooBacipoéTnTag
Aev TTEpIAauBavovTal KPITAPIa TTPOCRACIYOTATAS VIO TA ATOUA KE avaTTNPIES JE TNV akOAoubn
aImioAéynon
AimioAéynon: JNlekapcTBeHUTe NPOAYKTM ca 0BeKT Ha perynaumsi No OTHOLIEHME Ha OnakoBaHe,
NINCTOBKM N Ha4MH Ha ynotpeba. Tbi KaTo ChbLUTE Ce U3MOM3BaT M OT Nnua ¢ yBpexaaHus, ce
crasBaT M3UCKBaHUATA Ha €BPOMENCKOTO 3akoHOL4ATECNTBO B Ta3n obnacTt, npeaBua KOeTo He
e Heo6xoauMO [a ce NoCTaBAT AONbIHUTENHU KpUTEPUU 3a OCTBLINHOCT 3a fvua ¢

yBpEXaaHusI.

5.1.9. Kpitipia emIAoyng
Kpimiplo:
Eidog: OikovouIKn Kal xpnuaTodoTIKr ETTAPKEIQ
Ovopaoia: Ha ocHoBaHue 4n. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHMuuTe B
npouenyparta 3a nocrnegHuTe Tpyu NPUKIIOYUIN PUHAHCOBKU rOAMHM Aa ca peanusvpani
MUHUMarneH obopoT B cdepaTa, nonagalla B o6xeaTta Ha nopbykarta, u3dncrneH Ha 6asa
roguwHuTe o6opoTHw.
Mepiypaen): PeannanpaHuat muHnmaneH obopoT B chepata, nonagaiwla B obxsarta Ha
nopbykaTa, usdncrieH Ha 6asa roguwHuTe 060poTH, cneasa Aa e paseH Ha 1 % oT cbopa Ha
NpOrHo3HaTa/HuTe CTOMHOCT/M Ha CbOTBETHAaTa/HUTE HOMEHKNaTypa/u B o6ocobeHnTe
no3unuuK, 3a KoATo/KOMTO ce nogasa oeprtarta. Noa MmHMManeH obopoT B cdepara,
nonagawa B obxsaTta Ha nopbykaTa, crnensa aa ce pasbvpa o60poT peanusmpaH oT TbProBus
C nekapcTtBeHn npoayktn. CovrnacHo un. 62, an. 3 ot 30[1, nHdopmauuaTa Mmoxe aa obxealla
N NO-KpaTbK Nepuog B 3aBUCMMOCT OT aTtaTa, Ha KOATO Y4aCTHUKBT € Cb3aafeH unu e
3ano4vHan genHocTtTa cu. [JokymeHTUTe 3a NoCTaBeHUs KpUTEPUN, KOUTO Ce NpenCcTaBAaT npu
NMOMCKBaHe B X0A4a Ha npoueaypaTa unun ot ydacTHMKa onpeaeneH 3a U3nbiHuTen npeamn
CKIMOYBaHe Ha [OoroBopa, B crydante Ha un. 67, an. 5unmnun. 112, an. 1, 1. 2 ot 30T,
cnpaBka 3a obopoTa B chepara, nonagaila B o6xsara Ha nopbykaTta 3a NOCOYEHUSA nepuos.
CbOTBETCTBMETO C NOCTABEHMSA KPUTEPUN Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, pasgen b
ot EEOM.
Xprion autou Tou KpITnpiou: XpnoIYOTTOIETAI

Kpimipio:
Eidog: KataAAnAGTNTA yIa TNV AdoKnon TNG ETTAYYEAMATIKAG dpacTnpIOTATOG
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Ovopaoia: YyacTHMuuTe cnegsa ga ca BNvcaHn B TbProBCKUS PErMcTbp U/unm B CbOTBETEH
npodecroHareH perucTbp, a 3a YyxgecTpaHHu nuua - B aHarnorm4yHu permcTpu cbrinacHo
3aKoHOLaTEerNCTBOTO Ha AbpKaBaTa YfeHKa, B KOATO ca YCTaHOBEHW.

Mepiypan: YyactHnunTe B obLiecTBeHaTa nopbyka TpsabBa Aa npuTtexaBaT paspeLueHne 3a
Npoun3BOACTBO, U3afeHOo Mo peda Ha 3akoHa 3a flekapCTBEHUTE NPOAYKTU B XyMaHHaTa
meanuuHa (3I1MXM) (B cnyyante no yun. 196, an. 1 ot 3JIMXM) nnm 3a Tbproeusa Ha egpo C
nekapcTBeHW NPOAYKTU UM yOOCTOBEPEHME 3a pPerucTpauuns 3a TbproBus Ha eapo ¢
nekapcTBeHn NpoaykTu (cnydaute no un. 195, an. 1 n an. 2 ot 3J1NMXM), nnn paspeLueHme 3a
BHOC (cniydauTe no un. 196, an. 2 ot 3JIMXM) — usgageHn no pega Ha 3JTTTXM.
CbOoTBETCTBMETO C NOCTABEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbnBaHe Ha yacT |V, byksa ,A®
ot EE[JOI, kaTo ce nocoyBa: HOMep ¥ AaTa Ha u3gaBaHe Ha paspeLleHNeTo 3a
npou3BoACTBO, n3gageHo no peaa Ha 3J1MXM vunu 3a TbproBusa Ha e4po C nekapcTBeHU
NPOAYKTU U Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fekapCTBeHU
NPOAYKTU, UMW Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l oOKYMEHTBT, KOMTO Ce NpeAcTaBs OT yYacTHUKa onpeaeneH 3a U3nbiHUTen, npeau
Aa 6bae CKYeHO paMKOBO CriopasyMeHune Unv npu nouckBaHe B xoda Ha npouegypaTta e:
3aBEpPEHO KOMME Ha BanuaHo paspeLleHne 3a Npons3BoaCcTBO, 3ganeHo no peaa Ha 3J1MXM
UNK 3a TbProBusi Ha eapo C NeKapCTBEHU NPOAYKTU UK yOOCTOBEPEHUE 3a pernctpaums 3a
TbProBus Ha egpo C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noXxntenaT He
N31CKBa 3aBEPEHO KOMne Ha paspeLleHneTo Unu Ha apyr JOKYMEHT, yOOCTOBepsiBaLl, NPaBoTo
3a TbProBus C fiekapCTBEHM NMPOAYKTU UNKN pa3peLleHne 3a Npon3BOACTBO UIM BHOC, KOraTo
nMa AOCTbM MO cryXebeH NbT unu Ypes NyoernnyeH perucTbp, UM Korato CbLUMTE MoraT Aa
6baaT ocurypeHn ypes npsik n 6esnnateH gocTbn A0 HauMoHanHuTe 6asn gaHHM Ha
ObpPXKaBUTE YNEHKMN.

Xprion autou Tou KpITnpiou: XpnOIWoTToIEiTal

5.1.10. Kpithpia avadeong
Kpitrpio:
Eidog¢: Tiun
Ovouagoia: MlkoHoMn4eckn Ham-nsrogHata oepTa ce onpeaensi Bb3 OCHOBaA Ha Hal-HUCKaTa
LeHa crnep npoBefeH enekTpoHeH Tbpr. To3u Kputepui ce npunara n Nnpy BbTPELUHO
KOHKYPEHTHUTE n3bopun oT neyebHuTe 3aBeaeHus.
Mepiypaen: 1. Cnen npoBeXaaHETO Ha ENEKTPOHHNUS ThPr 3@ BCEKW NEKapCTBEH NPOAYKT, Lie
Obaat onpeaeneHn U3NbAHUTENM NO PAMKOBO CopasyMeHue npu cnasBaHe Ha cnegHute
npasuna: 3a Bcska HOMeHKNaTypa, oT TexHudeckaTta cneymdpukaums, 3a U3nbiHUTENN NO
pPaMKOBOTO CropasyMeHue e ce onpeaenaT y4acTHUKBbT NPeasioxXui Han-H1UCKa LieHa m
BCUYKW OPYrN yHaCTHULN, NPeanoXunu LeHa, kosato e oo 10 % no-sucoka oT Han-HuckaTa
npegnoXxeHa ueHa. Bb3noxutenar He NOCTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbIIHUTENWU NO HOMEHKNaTypa. B cnyyan, 4Ye 3a fageHa HOMeHKNaTypa e Hanuue camo
€[VH Y4aCTHUK, 3a KOWTO He Ca Hanuue OCHOBaHMUATa 3a OTCTpPaHsABaHe, MOCOYEHU B
HacTosLaTa JOKyMEeHTauns; KOMTO OTroBapsi Ha KputepuuTe 3a nogdop; unu e Hanuue camo
e[HO NnpeanoXxeHue, KOeTo OTroBapsa Ha NpeaBapUTENHO 06SBEHUTE YCNOBUA Ha
BB3NOXMTENS 3a U3NBHUTEN Ha CbOTBETHATa HOMEHKNaTypa, ce onpeaens Toea nuue. 2.
Mpn BbTPELIHO KOHKYPEHTHUS U360p, NpoBeXaaH OT fiedebHnTe 3aBeeHus, 3a U3NbIHUTEN
Wwe 6bae onpedeneH KNacupaHMaT Ha MbPBO MSICTO YYACTHUK, YNETO LIEHOBO NPeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnpociwv cuppdocwyv
FAWOOEC OTIG OTTOIEG €ival €TTIONUWG dlabéoipa Ta £yypaga tng dnudaoiag cuppaong:
BouAyapikd
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AieuBuvon Twv eyypdewyv TnG dnudaoiag ouuBaong: https://cop.mh.government.bg/
Ad hoc diauAog eTTikoIvwviag:

Ovopaoia: LUOMNC3

URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opol dnpooiwv cuuBaoewv
Opol uttoBoAnc:
HAekTPOVIKY UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
MAWOOEG OTIG OTTOIEG UTTOPOUV Va UTTOBANBOUV 01 TTPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikd
HAEKTPOVIKOG KATAAOYOG: Agv €TTITPETTETAI
ATTQITEITAI TTPONYUEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTTOypa®n i oppayida [6TTwg opileTal oToV
kavoviopo (EE) api6 910/2014]
MapaAhayég: Agv TITPETTETAI
MpoBeoyia TTapaAapng Twv Tpoo@opwv: 11/11/2024 23:59:59 (UTC+2)
MpoBeouia uExpl TV oTToia N TTPOCPOPA TTPETTEI Va TTapapEivel o€ 1o0xU: 10 MAiveg
IMANnpo@opieg OXETIKA PE TN dNPOCIA ATTOCPPAYIoN:
Huepopnvia atrooepdyiong: 12/11/2024 15:00:00 (UTC+2)
Totog: EnektpoHHaTa cuctema
MpbdoBeTeg TTANPOYOPIEG: HacTosiwaTta npoueaypa e u3uano enekTpoHHa 1 BCUYKN OENCTBUS
CBbp3aHu C 06ABSABAHETO M M NPOBEXAAHETO N We 6baaT n3BbpLUBaHKN Ype3 EnekTpoHHaTa
cucTeMa, AOCTbIHA Ha criefHUsA enekTpoHeH agpec: https://cop.mh.government.bg/
Opol TG ouupaong:
H oUuBaon mpétmel va ekTeAEiTal 0TO TTAQICIO TTPOYPAUUATWY TTPOCTATEUONEVNG ATTAOXOANONG:
Oxi
HAekTpOVIKN TIHOAGYNON: EmiTpéTTeTal
Oa xpnoipoTroinBei NAeKTPOVIKA TTapayyeAia: oxl
Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWUI: OXI
XPNHOTOOIKOVOMIKEG puBUicEIG: Benukmn kKonudecTsa, NOCOYEHN B cneuyudukaunaTa Ha
EnektpoHHaTa cuctema, ca ,OpMeHTUPOBBLYHU” 1 Ca NPpeAMeT Ha Bb3naraHe B paMKuTe Ha
BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBO crnopasyMeHue, No nokaHa Ha nedyebHuTte
3aBeJeHNst — Bb3MOXUTENMW, NOCOYEHM B HAcTosWaTa JOKyMeHTaums. B pamkuTe Ha
NpoBeXaaHUTe BbTPELLHN KOHKYPEHTHM n3bopu, e 6baaT 3asBsiBaHN KONMYECTBA,
CbOoOpasHO TEKYLLUMTE HYXKAM Ha BCAKO ne4yebHOo 3aBefeHne, KaTo ne4yebHOTOo 3aBefeHmne —
BBH3MOXMTEN HE € ANBbXKHO Aa 3asBM 3a 4OCTaBKa LsiNoTO 4OroBOPEHO KONMYECTBO, a nma
npaBo fa 3asaBsiBa KONMYECTBa CbIacHO AENCTBUTENHUTE CU HYXOWN, HO HE noBeye oT
AoroBopeHoTo. Cnep ckroYBaHe Ha KOHKPETEH JOroBOp, Bb3HMKBAT 3a4b/IKEHUSATaA 3a
3asBsiBaHe, AOCTaBKa W 3annaljaHe Ha 4OCTaBeHUTe NekapCTBEHN NMPOaYKTHU.

5.1.15. Texvikég
2UPQWVia-TTAaicI0: Zup@wvia-TTAaiclo, e eTavekkivnon diaywviguou
MéyioTog apiBudg ocuppeTexévtwy: 100
AITioAdynon tng dIdpKeIag TNG CUPPwviag-TTAaiciou: CKNIYEHOTO Bb3 OCHOBA Ha HacTodwarta
obLlecTBeHa NopbYKa paMKOBO Cropa3yMeHue, e e CbC CPOK Ha U3NbIHeHVe 40 ABe
roanHN, CYMTAHO OT AaTtaTa Ha ckntovBaHeTo My. CpoKbT Ha [OroBOpPUTE, CKIKOYEHM Cres
NpoBeAeH BbTPELLEH KOHKYPEHTEH N36op N0 paMKOBOTO Criopa3ymMeHue oT fieyebHuTe
3aBefeHus no 4n. 1 ot NMMC Ne 146/2015 r. moxe fa HaaxBbpsa KpamHUS CPOK Ha
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CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT eHa roguHa - Korato rno AoroBopa He ca n3vyeprnaHn BCUYKN KONMYecTBa OT
nekpcrteeHuTe npoayktn n LUOMNC3 He e cknioynn HOBO paMKOBO CriopasyMeHue 3a TAX.
K&dAuywn atré mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHns 3a 6onHu4Ha
nomoty no 4n. 9 ot 3akoHa 3a neyebHuTe 3aBeneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHn4yHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeauumMHCKa NomMoLy, nevyebHu
3aBefeHns 3a CTauMoHapHa ncMxmatpuyHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHun
3aBegeHusa no yvn. 10, 1. 3, 3a n 36 ot 3J13, koMTO ca Nnoganu 3asBkK, Yped EnekTpoHHaTa
cucTemMa 3a nekapcreeHn npoayktu. MNpegmet Ha BbanaraHe Ypes LUIOMNC3 ca gocrtaBku Ha
CTOKM — fleKapCTBEHM NPOAYKTU OT M03NTUBHMS NEeKapCTBEH CNNCHK MO Y. 262 ot 3J1MXM,
BMMcaHu B Ny6nunyeH enekTpoHeH perncTbp kbM HaumoHanHusa cbBET No LEHU U
penmbypcurpaHe Ha nekapcTBeHn NpoaykTn. HactoawaTa npouenypa obxeala 3asBeHUTE OT
nocoYeHuTe No-gosny nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapu n meceu mapt 2024 .
MogpobeH cnuchk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [IOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukyesaHa B EnekrtpoHHaTa cucrema.

MANpo@opieg OXETIKA PE TO OUVOUIKO oUCTNPO ayopwyv: Kavéva duvauiké oUoTnPa ayopuwv
HAeKTPOVIKOG TTAEICTNPIGOUOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akdAouBn dielBuvon: https://cop.mh.
government.bg/

Mepiypagn: M360pbT Ha M3NBIIHUTENN N0 CbOTBETHUTE HOMEHKNATYPU, BKIHOYEHN B
PamMKOBOTO CropasymeHue e 6bae U3BbpLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
peaa Ha un. 89-91 ot 30I1, upes3 EnekrpoHHaTa cuctema. [poBexaaHeTo Ha eNeKTPOHHUS
THhpr LWe ce npeaxoxaa OT NbpBOHAYanHa oueHka Ha opepTuTe B CbOTBETCTBME C n3bpaHus
KpUTepuin 3a BbanaraHe — Hau-HUCKa LieHa. [1o yyactve B eNeKTPOHHUSA Thpr Wwe 6baaT
AOMyCcHaTW y4aCcTHULMTE, YUMTO NPEASIOXKEHNST OTFTOBapAT Ha M3UCKBAHUSITA HA Bb3NOXUTENS,
NOCOYEHN B HacTosILLaTa JOKYMEHTaUnUs. ENeKTpOHHUAT Thpr, e ce NpoBexaa CbC CTbIKa 3a
HamansBaHe Ha ueHata B pa3mep Ha 0.05% (Hyna uysano n Hyna net npoueHTa). MpunaraHeTo
Ha cTbnkaTa, BOAW 0O HaMansdBaHe Ha LeHaTta 3a eanHuua Mspka, npearnoxeHa ot
CbOTBETHUSA Yy4aCTHMK C NPOLEHTa Ha cTbnkaTa. NMpu cnegpawo npunaraHe Ha cTbhkaTa,
NPOLUEHTHT Ha CTbIKaTa ce n3vucrnsasa Ha 6a3a Beve HamarneHaTa OT y4yacTHUKa B
eneKkTPOHHUSA Tbpr ueHa. MNpeam ctapTupaHe Ha enekTpoHHUSA Thpr, JonycHaTUTe
y4yacTHUUUTE noslydaBaT NokaHa, B KOSTO € NOCOYEeHO BPEMEHHOTO UM KrnacupaHe, B pesyntar
Ha MbpBOHa4YanHarta oueHka Ha odpepTUTe UM. ENEKTPOHHMSA Thpr LWe 3anoyHe He No-paHo oT
2 paboTHM OHW, cred gartarta 3a uanpallaHe Ha nokaHarta. B pamkuTe Ha npoBexgaHeTo Ha
€IeKTPOHHUSA ThPr, BCEKM €4MH YYaCTHUK, Le MOXe [a BUXaa BPEMEHHOTO CU KNnacupaHe B
Tbpra, KakTo 1 npeasioxkeHata KbM MOMEHTA Han-HUCKaTa LueHa. ENeKTpOHHUAT Tbpr wwe
MPVKITOYN C HACTbMNBaHE Ha YacbT M AataTta NocoYeHN B NoKaHaTa.

5.1.16. NMepaitépw TTANnPOPoOpPiEg, SiapecoAdBnon Kal TTPOCPUYN
Opyaviopog TTpoo@uyns: Komucns 3a 3awmra Ha KOHKypeHumsTa
MAnpo@opieg OXETIKA WE TIG TTPOBeouieg eTTaveCéTaong: Ha ocHoBaHue yn. 197, an. 1, 1. 1 ot
30T, »xanbw moraT ga ce nogaeat B AeceT AHEBEH CPOK OT M3TMYaHeTo Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpely peLLueHMETO 3a OTKpUBaHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMEHM B ycrioBusaTa nNo obsiBeHaTa npoueaypa

5.1. NapTida: LOT-0004
Tithog: O6ocobeHa no3umumsa Ne 4, BkntoyBala 38 HOMEHKNATypu
Mepiypaen: ATC INN Form Package Quantity Note LO2AEO1 Buserelin umnnaHt mg 2646
LO2AEO2 Leuprorelin napeHTepanHa mg 450 powder and solvent for solution for injection
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LO2AEOQO3 Goserelin nmnnaHT mg 576 LO2AEOQ4 Triptorelin napeHTepanHa mg 200 solution for
injection LO2BA0O1 Tamoxifen nepopanHa tBbpga mg 3000 LO2BAO03 Fulvestrant
napeHtepanHa mg 509900 L02BB03 Bicalutamide nepopanHa 18bpaa mg 41200 LO2BB04
Enzalutamide nepopanHa T8bpaa mg 81643136 LO2BB05 Apalutamide nepopanHa TBbpaa g
55000 L02BB06 Darolutamide nepoparnHa tBbpaa mg 119654400 LO2BGO03 anastrozole
nepoparnHa Tebpga mg 1200 L02BG04 Letrozole nepopanHa 1Bbpaa mg 3000 LO2BG06
Exemestane nepopanna tBbpaa mg 30000 LO2BX03 Abiraterone nepopanHa TBbpaa mg
238086400 LO3AAO2 Filgrastim napeHTepanHa mg 565852 LO3AA13 Pedfilgrastim
napeHtepanHa mg 127709 LO3AA14 Lipedfilgrastim napeHtepanHa mg 117564 LO3AX03
Mycobacterium bovis BCG nHtpakasutanHa mg 529989 L03AX16 Plerixafor napeHTepanHa
mg 3140 LO4AA06 Mycophenolic acid nepopanHa 1Bbpaa mg 22707000 LO4AA10 Sirolimus
nepopanHa tebpga mg 23700 LO4AA18 Everolimus nepoparnHa tebpga mg 156600 LO4AA26
Belimumab napeHtepanHa mg 8000 LO4AA37 baricitinib nepopanHa TBbpaa mg 2000
LO4ABO1 Etanercept napeHtepanHa mg 33000 LO4ABO2 Infliximab napeHTepanHa mg 32000
LO4ACO02 Basiliximab napeHtepanHa mg 7806 LO4ACO0S Ustekinumab napeHTepanHa mg
17550 LO4ACO7 Tocilizumab napeHTepanHa mg 17000 solution for injection LO4ACO7
Tocilizumab napeHTepanHa mg 181600 concentrate for solution for infusion LO4AC16
Guselkumab napeHtepanHa mg 31200 LO4ADO1 Ciclosporin nepopanHa TBbpaa mg
17012000 LO4ADO1 Ciclosporin nepopanHa TedHa mg 960000 LO4ADO02 Tacrolimus
nepopanHa tebpaa mg 22200 tablet LO4AADO02 Tacrolimus nepopanHa 1Bbpaa mg 30000
LO4AX04 Lenalidomide nepopanHa 1Bbpaa mg 807750 C90 LO4AX04 Lenalidomide
nepoparnHa Tebpaa mg 2448095 C90,D46 LO4AX06 Pomalidomide nepoparnHa TBbpga mg
67464

EowTepikd avayvwpioTikd: 420254

5.1.1. ZKomog
XapakTtpag NG ouppBaong: MNpounbeieg
Kdpia tagivounon (cpv): 33600000 dapuakeuTika TTpoiovTa
MpbdoBeTn Tagivounon (cpv): 33652000 AvTIVEOTTAAOUATIKA KAl AVOCOPPUBUICTIKA QAPUAKO

5.1.2. Toémrog ekTéAEONg
Taxudpouikr) dieubuvon: Bwnrapus, rp. Codwus, MNMnowan Ceeta Hepgens Ne 5
MoAn: Codums
TaxudpouIkog kwdikag: 1000
Ymrodiaipean xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia
Mpbéobeteg TANpogopics: ,NUTS: BG Bwnrapusa®

5.1.3. EkTIpwpevn Sidpkeia
Huepopnvia évapéng: 16/12/2024
Aiapkeia: 2 'Emn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Agia
EkTipwpevn agia xwpic GrA: 237 367 165,42 BGN

5.1.6. Tevikég TTAnpo@opieg
Kat’ atmoKAEICTIKOTATA CUMHPETOXN: AV TTAOPAXWPEITAI CUPHPETOXT).
‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
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H dnudoia oupBacn KAaAUTITETAI ATTO TN CUPPWVIa yia TIG dnNUooieG oupBaoclg (ZAY): val
MpbdoBeTeg TTANPOYOpPIES: OnpeaeneHnTe N3NbIIHUTENM MO PaMKOBOTO CropasyMeHne He
AbIhKaT rapaHumnsa 3a U3nNbrHEHME NPU CKNtouBaHe My. MapaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unmn
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbIIHEHNE HEe Ce U3NCKBA.

5.1.7. Zrpartnyikég dnuooieg CUPBAOEIG
2TOXO0G TwV OTPATNYIKWY dnuociwv cuupfacewv: Kauia otpatnyikr dnuoacia cuupacn
Kpitipia Tpdoivwy dnPooiwy cupBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG dNUOCIEG
ouppaceig

5.1.8. Kpitipia mpooBacigoéTnTag
Agv TTEpIAaUBAvovTal KPITAPIO TTPOCRACIUOTATOS VIO TA GTOUA KE avaTTnpieg Je TNV akOAoubn
aimioAéynon
AimioAéynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynauusi No OTHOLIEHVE Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbi KaTo CbLUUTE Ce U3NON3BAT M OT Nnua C YBpeXaaHus, ce
crasBaT M3UCKBaHUATA Ha €BPOMNENCKOTO 3akoHOA4ATECNTBO B Ta3n obnacTt, npeaBua KoeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢

yBpeXaaHusi.

5.1.9. Kpithpia emAOyng
Kpitrpio:
Eidog: OikovopIKn Kal xpnuaTtodoTIKr ETTAPKEI
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMIM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B cchepara, nonagalla B obxeata Ha nopbykarta, n3dmcneH Ha 6asa
roguwHuTe o6opoTHy.
Mepiypagn: PeanmampaHmat MmHnmaneH ob6opoT B cpepaTa, nonagalla B o6xeaTa Ha
nopbykaTa, n3umcneH Ha 6asa rognwHuTe o6opoTK, cneaea Aa e paseH Ha 1 % oT cbopa Ha
NPOrHo3HaTa/HUTe CTOMHOCT/M Ha CbOTBETHaTa/HUTEe HOMEHKNaTypa/u B o6ocobeHnte
no3nuuK, 3a KOATo/KOUTO ce nogasa oeprtarta. oa MmHMManeH obopoT B cdepaTa,
nonagauwia B obxeaTa Ha nopbykaTa, cnegsa ga ce pasbupa o6opoT peanmsmpaH OT TbpProBus
C nekapcTtBeHu npoayktn. CwrnacHo yun. 62, an. 3 ot 30[1, nHpopmaunsaTa moxe aa obxeala
N NO-KpaTbK Nepuo B 3aBMCUMOCT OT AaTaTa, Ha KOATO y4aCTHUKBT € Cb3gafeH unn e
3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHUs KPUTEPUN, KOUTO Ce NpeaCTaBAaT npu
NnoucKBaHe B Xo4a Ha npoueaypaTa unm oT y4acTHUKa onpeaernieH 3a U3nbiHuTen npeamn
CKMOYBaHe Ha JOroBopa, B crydante Ha un. 67, an. S5unuun. 112, an. 1, 1. 2 ot 30IT,
cnpaeka 3a obopoTa B cdepata, nonagalwia B o6xsata Ha nopbykarta 3a NOCOYEHMS Nepuosa.
CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce AeKknapupa ¢ nonbneaHe Ha yacT IV, pasgen b
ot EEQOTI.
Xprion autou Tou KPITnpiou: XpnoIYOTIOIEITAl

Kpimplo:

Eidog: KataAANASTNTA yIa TRV AOKNON TNG ETTAYYEAUQTIKAG dpacTnPIOTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BNMcaHn B TbProBCKUS PErMcTbp U/unm B CbOTBETEH
npodecroHareH permcTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4yHu permcTpu cbrinacHo
3aKoHOLaTEerNCTBOTO Ha AbpKaBaTa YfeHKa, B KOATO ca YCTaHOBEHW.
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Mepiypaen): YyacTHMuuTe B obLiecTBeHaTa nopbyka Tpsbsa Aa nputexasaT paspeLleHne 3a
Npov3BOACTBO, U34aAeHO No peda Ha 3akoHa 3a nekapCcTBEHUTE NPOAYKTU B XyMaHHaTa
mMeanuyunHa (3N1MXM) (B cnyyaunte no yun. 196, an. 1 ot 3JIMXM) nnm 3a Tbprosus Ha egpo ¢
nekapcTBeHW NPOaYyKTN NN yOOCTOBEPEHME 3a PeErncTpaums 3a TbproBusi Ha egpo C
nekapcTBeHu NpoaykTu (criydaute no un. 195, an. 1 n an. 2 ot 3JINMXM), unn paspelueHuve 3a
BHOC (cny4auTe no un. 196, an. 2 ot 3JIMXM) — nsgagexu no pega Ha 3J1TTXM.
CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot EEJOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
NpPOn3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PeErncTpaums 3a TbproBus Ha eapo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCcTHUKA onpeaeneH 3a U3nbrHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMCcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npou3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBUS Ha e4po C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noxntensr He
N31CKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unn Ha apyr JOKYMEHT, y4O0CTOBEpsiBaLL, MPaBoOTO
3a TbProBusi C NIekapcTBEHM NPOAYKTU UMK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
nma JOCTbM MO cryebeH NbT Unu Ypes NyenmyeH perncTbp, UNn KoraTo CbLuMTe MoraT ga
Obaart ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6asn gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KpITnpiou: XpnOIKOTToIETal

5.1.10. Kpithpia avabeong
Kpimplo:
Eidog: Tiun
Ovopacia: MkoHoMU4eckn Han-nsrogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LeHa cnepf npoBedeH enekTPoHEH Tbpr. TO3M KpUTEpUI ce npunara u Npu BbTPELLHO
KOHKYPEHTHUTE M360pun OT nevyebHUTe 3aBefeHus.
Mepiypaen: 1. Cnepn npoBeXxaaHeTo Ha eNEKTPOHHUS ThPr 3a BCEKU JIEKAapPCTBEH NPOAYKT, Lie
6baaT onpeAeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHue nNpu cna3BaHe Ha crnegHuTe
npasuna: 3a BCSka HOMEHKNaTypa, oT TexHuyeckaTa crneummrkaums, 3a U3anNbIHUTENN Mo
PaMKOBOTO CropasyMeHue Le ce onpeaensaT y4aCcTHUKbT NPeasioxku Han-H1ucka LeHa m
BCUYKM OPYrK y4acTHULUK, Npeanoxunu ueHa, koato e 4o 10 % no-BMcoka OT Han-HUCKaTa
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHMyeHne 3a MakcumarneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue camo
€0WH YYaCTHWUK, 3a KOWTO He ca Hanuue OCHoBaHusATa 3a OTCTpaHsABaHe, NOCOYEHU B
HacTosaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
Bb3M0XUTENS 3a U3NBIHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n36op, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha MbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cuupdoewyv
MAWOOEG OTIG OTTOIEG €ival ETTION WG dIaBEoIpa Ta £yypaga NG dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaoiag ouuBaong: https://cop.mh.government.bg/
Ad hoc diauAog TTikoIvwviag:
Ovopaoia: LOIMNC3
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5.1.12. Opol dnupociwv cuupdoswyv
Opol uTToBOAAG:
HAeKTPOVIKY UTTOBOAN: YTTOXPEWTIKN
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda
HAEKTPOVIKOG KATAAOYOG: Agv €TTITPETTETAI
ATTQITEITAI TTPONYMEVN I EYKEKPIPEVN NAEKTPOVIKI UTTOYpa®n 1} oppayida [6TTwg opileTal oToV
kavoviouo (EE) api® 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeouia TTapaiafng Twv Tpoo@opwyv: 11/11/2024 23:59:59 (UTC+2)
MpoBeoyia péxpl TRV oTToia N TTPOCPOPA TTPETTEI Va TTapapEivel o€ 10XU: 10 Mriveg
IMAnpo@opieg OXETIKA PE T dNUOCIA ATTOCEPAYIO:
Huepopnvia atrooepdyiong: 12/11/2024 15:00:00 (UTC+2)
Totog: EnekTpoHHaTa cuctema
MpbdoBeTeg TTANPOYOPIEG: HacTosiwaTa npoueaypa e u3uano enekTpoHHa U BCUYKU OeNCTBUS
CBbp3aHKN ¢ 065aBsABaAHETO M N NPOBEXAAHETO 1 Wwe 6baaT n3BbpLUBaHM Ype3d EnekTpoHHaTa
cucTemMa, AOCTbMNHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/
Opol TG ouupaong:
H ouuBaon TTpETTel va eKTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi
HAekTpovikr TIHOAGYNoN: ETTiTpétTeTal
Oa xpnoipoTtroinBei NAeKTpOVIKA TTapayyeAia: oxl
Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWHN: 6xI
XpnNUATOOIKOVOUIKEG puBuioeIg: Benykm KonuyecTsa, NocovyeHun B cneumdukaumsata Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBYHU” U ca NpeaMeT Ha Bb3NnaraHe B pamKkuTe Ha
BbTpELLEH KOHKYPEHTEH M36op No paMKOBO cCriopasdymMeHune, No nokaHa Ha nev4ebHute
3aBefeHnsi — Bb3NOXUTENN, MOCOYEHN B HAcTosALWaTa JOKyMeHTauma. B pamkute Ha
NpoBeXAaHUTe BbTPELLHM KOHKYPEHTHU 136opu, we 6baaTt 3asBaBaHn KONNM4ecTsa,
CbOOpa3HO TEKYLUUTE HYXXOWN Ha BCSIKO Ne4ebHo 3aBeaeHne, KaTto nevyebHOTo 3aBeaeHne —
Bb310XUTEN HE € ANbXHO Aa 3asBu 3a OCTaBKa LANoTO 4OrOBOPEHO KONMMYECTBO, a MMma
npaBo Aa 3asaBsiBa KONIMYECTBa CbINacHO ENCTBUTENHUTE CU HYXXOWN, HO He noBeYe OT
AoroBopeHoTo. Cnepn cknoYBaHe Ha KOHKPETEH A0roBOp, Bb3HUKBAT 3a4b/PKeHUATa 3a
3asBsABaHe, AOCTaBKa W 3annallaHe Ha JOCTaBeHUTE NeKapCTBEHW MPOAYKTH.

5.1.15. Texvikég
2UPQWVIO-TTAQICIO: ZUP@WVIA-TTAQICI0, JE ETTAVEKKIVNON dIAyWVIOUOU
MéyioTog apiBudg ocuppeTexdviwy: 100
AImioAdynon tng didpkeiag TNG cup@wviag-mrAaiciou: CkNOYEHOTO Bb3 OCHOBA Ha HacTodllarta
obLiecTBeHa NoOpbYKa PaMKOBO Cropa3yMeHune, e € CbC CPOK Ha U3NbIHEHWE 4O ABe
roOvHN, CYMTaHO OT AaTtaTa Ha cknovBaHeTo My. CpoKbT Ha JOroBOpUTE, CKIKOYEHU crnes
npoBeAeH BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. Mmoxe Aa HaaxXBbPIS KparHUSA CPOK Ha
CKITHOYEHOTO PaMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT efHa rogunHa - KoraTo no AoroBopa He ca ns3yepnaHu BCUYKM KOnn4yecTaa oT
nekpcteeHnte npoayktn n LUOMNC3 He e cknioyni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KdAuywn até mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHns 3a 6onHUYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHute 3aBeneHnsa (3J13), neuebHn 3aBegeHns 3a
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6onHu4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUmMHCKa NOMOLL, nevyebHu
3aBefeHus 3a cTaumMoHapHa ncuxmatpuyHa nomouy, no 4n. 5, an. 1 ot 3/13 n ne4yebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, koMTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcTeBeHu npoayktu. MNpegmeT Ha BbanaraHe ypes LIOMNC3 ca gocraBku Ha
CTOKM — NleKapCTBEHW NPoAyKTN OT Mo3nTUBHUS NekapCTBEH CNUCHK No yn. 262 ot 3J1MXM,
BAMCaHN B NyGnnYeH enekTpoHEH PerucTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxsawa 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHn 3aBeAeHNs NeKapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBku B nepuoga mecel, pespyapu un mecer, mapt 2024 r.
MoapobeH cnucbk Ha nevyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

IMANpo@opieg OXETIKA PE TO DUVAUIKG ocUCTNUA ayopwyV: Kavéva dUVANIKO aUCTNHA ayopwV
HAEKTPOVIKOG TTAEIOTNPIACHOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akOAouBn dielbuvaon: https://cop.mh.
government.bg/

Mepiypa@n): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKITOYEHN B
pPaMKOBOTO cropasyMeHue e 6bae M3BbPLUEH Cref NpoBeXaaHe Ha eNeKTPOHEH Thpr Mo
pena Ha un. 89-91 ot 30I1, ypes EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHNSA
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C N3BpaHus
KpUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpoHHUA Thpr we 6baat
AO0NYyCHAaTW y4aCTHULMTE, YUNTO NPearioKeHNa OTrOBapsT Ha M3MCKBAHUATA Ha Bb3NOXUTENS,
NOCOYEHU B HacTosLWaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, Le ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna usano v Hyna net npouexTta). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS Y4aCTHUK C MPOLeHTa Ha cTbhkaTa. [1pu cnegsallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
eNeKTPOHHUA Tbpr ueHa. MNpeaun ctapTpaHe Ha eNekTPOHHUS Thpr, AOMNycHaTUTe
yyacTHULMTE norfy4vaBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NMbpBOHavanHaTa oueHKa Ha odpepTuTe UM. ENeKTpoHHUA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHu OHW, cned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€MeKTPOHHUS TbPr, BCEKN €OUH YYaCTHUK, e MOXe [a BUXA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr Wwe
NPUKINIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. NMepaitépw TTANnPOPOpPiEg, SilapecoAdBnon Kal TTPOCPUYN
Opyaviopog TTpoo@uyng: Komucns 3a 3awmra Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA WYE TIG TTPOBeoieg eTTaveCETaong: Ha ocHoBaHue vn. 197, an. 1, 7. 1 ot
30T, »xanbwn moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
an. 3 ot 301 - cpely pelleHMeTO 3a OTKpUBaHe Ha npoueayparta u/unu peLeHneTo 3a
opobpsiBaHe Ha NPOMEHM B yCroBMsTa No obsiBeHaTa npoueaypa

5.1. NapTida: LOT-0005
Tithog: O6ocobeHa nosmumsa Ne 5, BkntoyBala 35 HOMeHknaTypu
Mepiypaer): ATC INN Form Package Quantity Note BO2BX04 Romiplostim napeHTepanHa mcg
1587900 B02BX05 Eltrombopag nepopanHa 1Bbpaa mg 7181080 BO3XA01 erythropoietin
(Epoetin alfa) napeHtepanna IU 1380326800 BO3XA01 Erythropoietin(Epoetin beta)
napeHTepanHa IU 387361280 BO3XA01 Erythropoietin(Epoetin zeta) napentepanHa U
134380400 BO3XA02 Darbepoetin alfa napeHtepanHa mcg 4117850 BO3XA03 Methoxy
polyethylene glycol-epoetin beta napeHTtepanHa mcg 590825 BO3XA06 Luspatercept
napeHTepanHa mg 28000 HO1CBO02 Octreotide napeHTepanHa mg 186824 Powder and
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5.1.1.

5.1.2.

5.1.3.

5.1.4.

5.1.5.

5.1.6.

625615-2024

solvent for suspension for injection HO1CBO02 Octreotide napeHTepanHa mg 21495 solution for
injection HO2AB02 Dexamethasone napeHtepanHa mg 18422951 H0O2AB02 Dexamethasone
nepopanHa tBbpaa mg 413790 JO6BA02 Immunoglobulins, normal human, for intravascular
adm. lNapeHTeparnHa mg 39119520 MO5BAO8 Zoledronic acid napeHTepanHa mg 126588
MO05BX04 Denosumab napeHTepanHa mg 10748224 120 mg NO2AAO01 Morphine
napeHtepanHa mg 11839500 NO2AAO01 Morphine nepopanHa TBbpga mg 13989120 NO2AA05
Oxycodone nepopanHa tBbpaa mg 59489050 NO2AA08 Dihydrocodeine nepopanHa TBbpaa
mg 22663984 NO2AA55 Oxycodone, Naloxone nepopanHa TBbpaa mg oxycodone 29226625
NO2ABO02 Pethidine napeHTepanHa mg 22338750 NO2ABO3 Fentanyl HasanHa Full spray
27040 NO2ABO03 Fentanyl nepopanHa 18bpga mg 7898 100 mcg NO2ABO03 Fentanyl
nepopanHa tBbpaa mg 14080 133 mcg NO2ABO3 Fentanyl TpaHcaepmanHa mcg/h 10667050
NO2AEOQ01 Buprenorphine TpaHcaepmanHa mcg/h 7724185 NO2AX02 Tramadol napeHTepanHa
mg 91776300 NO2AX02 Tramadol nepoparnHa TBbpaa mg 72561266 VO3ACO1 Deferoxamine
napeHtepanHa mg 3935000 VO3ACO02 Deferiprone nepopanHa TBbpga mg 2930000 VO3AC02
Deferiprone nepopanHa TedHa mg 3200000 VO3ACO03 Deferasirox nepopanHa TBbpaa mg
1944000 Dispersible tablet VO3ACO03 Deferasirox nepopanHa tBbpga mg 13307400 Film-
coated tablet VO3AF01 Mesna napeHtepanHa mg 45023000 VO3AF03 Calcium folinate
napeHTepanHa mg 66732820

EowTtepikd avayvwploTiko: 420260

2KOTTOg

XapakTtpag NG ouppaong: MNpounbeieg

Kdpia tagivounon (cpv): 33600000 PapuakeuTika TTpoidvTa

Mpbobetn Tagivounon (cpv): 33621300 ddapuaka avaipiwy, 33642100

Pdppaka UTTOPUOEWG, UTTOBAAGUOU Kal ouvageig ouaieg, 33642200
KopTikooTepoEIdr) ouoTnUaTIKAG Xprnong, 33651500

Opoi katd Twv dnAnTnpidoewyv Kai avoocoo@aipiveg, 33632100

AvVTIQAEYUOVWAN KAl PAPHOKO PEUMATIKWY voowyv, 33661200 AvaAynTikd, 33690000
Aidpopa eapuaKka

Totrog ekTéAeong

Tayudpopuikn dievBuvon: bvnrapus, rp. Codwms, MNnowag Ceeta Hegensa Ne 5
MoAn: Codums

TaxudpouIkog kwdikag: 1000

Ymodiaipeon xwpag (NUTS): Codua (ctonumua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia

MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

ExkTIpWpEVN di1dpKeIa
Huepopnvia évapéng: 16/12/2024
Aidpkela: 2 'ETn

Avavéwon

MéyioTeg avavewoelg: 0

Agia

EkTipwpevn agia xwpig ®rA: 111 638 951,32 BGN

Fevikég TTAnpoO@oOpiEg

Kat’ atmoKAEIoTIKOTNTO CUMMPETOXN: AEV TTAPAXWPEITAI CUPHPETOXT.

‘Epyo dnuéoiwv cupBdocwy 1Tou dev xpnuatodoTeital atrd Ta Tapeia 1ng EE
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H dnudoia oupBacn KAaAUTITETAI ATTO TN CUPPWVIa yia TIG dnNUooieG oupBaoclg (ZAY): val
MpbdoBeTeg TTANPOYOpPIES: OnpeaeneHnTe N3NbIIHUTENM MO PaMKOBOTO CropasyMeHne He
AbIhKaT rapaHumnsa 3a U3nNbrHEHME NPU CKNtouBaHe My. MapaHumaTa 3a U3NbIHEHWE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKITHO4EHO PaMKOBO criopa3yMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha AoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e JoroBopa € Ha CTOMHOCT paBHa Unmn
Hag 50 000 nB., 6e3 Bkn. A0C. 3a gorosopu noa 50 000 n.. 6e3 BkntoveH A0C, rapaHums 3a
N3NbIIHEHNE HEe Ce U3NCKBA.

5.1.7. Zrpartnyikég dnuooieg CUPBAOEIG
2TOXO0G TwV OTPATNYIKWY dnuociwv cuupfacewv: Kauia otpatnyikr dnuoacia cuupacn
Kpitipia Tpdoivwy dnPooiwy cupBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG dNUOCIEG
ouppaceig

5.1.8. Kpitipia mpooBacigoéTnTag
Agv TTEpIAaUBAvovTal KPITAPIO TTPOCRACIUOTATOS VIO TA GTOUA KE avaTTnpieg Je TNV akOAoubn
aimioAéynon
AimioAéynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynauusi No OTHOLIEHVE Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbi KaTo CbLUUTE Ce U3NON3BAT M OT Nnua C YBpeXaaHus, ce
crasBaT M3UCKBaHUATA Ha €BPOMNENCKOTO 3akoHOA4ATECNTBO B Ta3n obnacTt, npeaBua KoeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢

yBpeXaaHusi.

5.1.9. Kpithpia emAOyng
Kpitrpio:
Eidog: OikovopIKn Kal xpnuaTtodoTIKr ETTAPKEI
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMIM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B cchepara, nonagalla B obxeata Ha nopbykarta, n3dmcneH Ha 6asa
roguwHuTe o6opoTHy.
Mepiypagn: PeanmampaHmat MmHnmaneH ob6opoT B cpepaTa, nonagalla B o6xeaTa Ha
nopbykaTa, n3umcneH Ha 6asa rognwHuTe o6opoTK, cneaea Aa e paseH Ha 1 % oT cbopa Ha
NPOrHo3HaTa/HUTe CTOMHOCT/M Ha CbOTBETHaTa/HUTEe HOMEHKNaTypa/u B o6ocobeHnte
no3nuuK, 3a KOATo/KOUTO ce nogasa oeprtarta. oa MmHMManeH obopoT B cdepaTa,
nonagauwia B obxeaTa Ha nopbykaTa, cnegsa ga ce pasbupa o6opoT peanmsmpaH OT TbpProBus
C nekapcTtBeHu npoayktn. CwrnacHo yun. 62, an. 3 ot 30[1, nHpopmaunsaTa moxe aa obxeala
N NO-KpaTbK Nepuo B 3aBMCUMOCT OT AaTaTa, Ha KOATO y4aCTHUKBT € Cb3gafeH unn e
3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHUs KPUTEPUN, KOUTO Ce NpeaCTaBAaT npu
NnoucKBaHe B Xo4a Ha npoueaypaTa unm oT y4acTHUKa onpeaernieH 3a U3nbiHuTen npeamn
CKMOYBaHe Ha JOroBopa, B crydante Ha un. 67, an. S5unuun. 112, an. 1, 1. 2 ot 30IT,
cnpaeka 3a obopoTa B cdepata, nonagalwia B o6xsata Ha nopbykarta 3a NOCOYEHMS Nepuosa.
CbOTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce AeKknapupa ¢ nonbneaHe Ha yacT IV, pasgen b
ot EEQOTI.
Xprion autou Tou KPITnpiou: XpnoIYOTIOIEITAl

Kpimplo:

Eidog: KataAANASTNTA yIa TRV AOKNON TNG ETTAYYEAUQTIKAG dpacTnPIOTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BNMcaHn B TbProBCKUS PErMcTbp U/unm B CbOTBETEH
npodecroHareH permcTbp, a 3a YyxgecTpaHHu nvua - B aHanorm4yHu permcTpu cbrinacHo
3aKoHOLaTEerNCTBOTO Ha AbpKaBaTa YfeHKa, B KOATO ca YCTaHOBEHW.
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Mepiypaen): YyacTHMuuTe B obLiecTBeHaTa nopbyka Tpsbsa Aa nputexasaT paspeLleHne 3a
Npov3BOACTBO, U34aAeHO No peda Ha 3akoHa 3a nekapCcTBEHUTE NPOAYKTU B XyMaHHaTa
mMeanuyunHa (3N1MXM) (B cnyyaunte no yun. 196, an. 1 ot 3JIMXM) nnm 3a Tbprosus Ha egpo ¢
nekapcTBeHW NPOaYyKTN NN yOOCTOBEPEHME 3a PeErncTpaums 3a TbproBusi Ha egpo C
nekapcTBeHu NpoaykTu (criydaute no un. 195, an. 1 n an. 2 ot 3JINMXM), unn paspelueHuve 3a
BHOC (cny4auTe no un. 196, an. 2 ot 3JIMXM) — nsgagexu no pega Ha 3J1TTXM.
CbOTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa ¢ nonbneaHe Ha vacT |V, bykea A"
ot EEJOI, kaTo ce noco4yBa: HOMEpP 1 AaTa Ha u3gaBaHe Ha paspeLleHneTo 3a
NpPOn3BOACTBO, n3gageHo no pega Ha 3J1MXM unu 3a Tbproeusi Ha e4po C NIEKAaPCTBEHMU
NPOAYKTU UMY Ha YAOCTOBEPEHNETO 3a PeErncTpaums 3a TbproBus Ha eapo C fiekapCTBEHM
NPOAYKTU, UM Ha paspeLLeHneTo 3a BHoc. Ha ocHoBaHue yn. 67, an. Sunun. 112, an. 1, 1. 2
oT 30l 4OKYMEHTBT, KOUTO Ce NPeACcTaBs OT y4aCcTHUKA onpeaeneH 3a U3nbrHuTesn, npean
Aa 6bae CKMYeHO paMKOBO CropasyMeHune Unm npu NoMCcKBaHe B Xoda Ha npouegypaTta e:
3aBepeHO Konme Ha BanugHo paspelleHne 3a Npou3BOACTBO, n3ganeHo no pega Ha 3J1MXM
UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a permcTpaums 3a
TbProBUS Ha e4po C NekapCTBEHN NPOAYKTU, UK paspeLleHne 3a BHOC. Bb3noxntensr He
N31CKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unn Ha apyr JOKYMEHT, y4O0CTOBEpsiBaLL, MPaBoOTO
3a TbProBusi C NIekapcTBEHM NPOAYKTU UMK paspeLleHne 3a NPon3BoACTBO UK BHOC, KOraTto
nma JOCTbM MO cryebeH NbT Unu Ypes NyenmyeH perncTbp, UNn KoraTo CbLuMTe MoraT ga
Obaart ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HaumMoHanHuTe 6asn gaHHu Ha
ObPXaBUTE YNEHKN.

Xprion autou Tou KpITnpiou: XpnOIKOTToIETal

5.1.10. Kpithpia avabeong
Kpimplo:
Eidog: Tiun
Ovopacia: MkoHoMU4eckn Han-nsrogHaTa odepTa ce onpeaens Bb3 OCHOBA Ha Han-HUCKaTa
LeHa cnepf npoBedeH enekTPoHEH Tbpr. TO3M KpUTEpUI ce npunara u Npu BbTPELLHO
KOHKYPEHTHUTE M360pun OT nevyebHUTe 3aBefeHus.
Mepiypaen: 1. Cnepn npoBeXxaaHeTo Ha eNEKTPOHHUS ThPr 3a BCEKU JIEKAapPCTBEH NPOAYKT, Lie
6baaT onpeAeneHn U3NbAHUTENM NO PAMKOBO CropasyMeHue nNpu cna3BaHe Ha crnegHuTe
npasuna: 3a BCSka HOMEHKNaTypa, oT TexHuyeckaTa crneummrkaums, 3a U3anNbIHUTENN Mo
PaMKOBOTO CropasyMeHue Le ce onpeaensaT y4aCcTHUKbT NPeasioxku Han-H1ucka LeHa m
BCUYKM OPYrK y4acTHULUK, Npeanoxunu ueHa, koato e 4o 10 % no-BMcoka OT Han-HUCKaTa
npeanoxeHa ueHa. Bb3noxutensart He NnocTaBsa orpaHMyeHne 3a MakcumarneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue camo
€0WH YYaCTHWUK, 3a KOWTO He ca Hanuue OCHoBaHusATa 3a OTCTpaHsABaHe, NOCOYEHU B
HacTosaTa JOKYMEeHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogdbop; Unu e Hanuue camo
e[HO NpeanoxeHne, KOETO OTroBapsi Ha NpeaBapuUTENHO 06sBEHNTE YCroBUA Ha
Bb3M0XUTENS 3a U3NBIHUTEN Ha CbOTBETHATa HOMEHKNATypa, ce onpeaens Toea nuue. 2.
[Mpn BbTPELUHO KOHKYPEHTHUSA n36op, NpoBexaaH oT nedebHnTe 3aBeaeHus, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha MbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cuupdoewyv
MAWOOEG OTIG OTTOIEG €ival ETTION WG dIaBEoIpa Ta £yypaga NG dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaoiag ouuBaong: https://cop.mh.government.bg/
Ad hoc diauAog TTikoIvwviag:
Ovopaoia: LOIMNC3
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5.1.12. Opol dnupociwv cuupdoswyv
Opol uTToBOAAG:
HAeKTPOVIKY UTTOBOAN: YTTOXPEWTIKN
AieuBuvon yia uttoBoAn: https://cop.mh.government.bg/
"AWOOEG OTIG OTTOIEG UTTOPOUV VA UTTOBANBOUV 01 TIPOCPOPEG 1 Ol AITHOEIG CUPUETOXNG:
BouAyapikda
HAEKTPOVIKOG KATAAOYOG: Agv €TTITPETTETAI
ATTQITEITAI TTPONYMEVN I EYKEKPIPEVN NAEKTPOVIKI UTTOYpa®n 1} oppayida [6TTwg opileTal oToV
kavoviouo (EE) api® 910/2014]
MapaAAayég: Aev emTpETTETAI
MpoBeouia TTapaiafng Twv Tpoo@opwyv: 11/11/2024 23:59:59 (UTC+2)
MpoBeoyia péxpl TRV oTToia N TTPOCPOPA TTPETTEI Va TTapapEivel o€ 10XU: 10 Mriveg
IMAnpo@opieg OXETIKA PE T dNUOCIA ATTOCEPAYIO:
Huepopnvia atrooepdyiong: 12/11/2024 15:00:00 (UTC+2)
Totog: EnekTpoHHaTa cuctema
MpbdoBeTeg TTANPOYOPIEG: HacTosiwaTa npoueaypa e u3uano enekTpoHHa U BCUYKU OeNCTBUS
CBbp3aHKN ¢ 065aBsABaAHETO M N NPOBEXAAHETO 1 Wwe 6baaT n3BbpLUBaHM Ype3d EnekTpoHHaTa
cucTemMa, AOCTbMNHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/
Opol TG ouupaong:
H ouuBaon TTpETTel va eKTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi
HAekTpovikr TIHOAGYNoN: ETTiTpétTeTal
Oa xpnoipoTtroinBei NAeKTpOVIKA TTapayyeAia: oxl
Oa xpnoipoTroinBei NAEKTPOVIKA TTANPWHN: 6xI
XpnNUATOOIKOVOUIKEG puBuioeIg: Benykm KonuyecTsa, NocovyeHun B cneumdukaumsata Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBYHU” U ca NpeaMeT Ha Bb3NnaraHe B pamKkuTe Ha
BbTpELLEH KOHKYPEHTEH M36op No paMKOBO cCriopasdymMeHune, No nokaHa Ha nev4ebHute
3aBefeHnsi — Bb3NOXUTENN, MOCOYEHN B HAcTosALWaTa JOKyMeHTauma. B pamkute Ha
NpoBeXAaHUTe BbTPELLHM KOHKYPEHTHU 136opu, we 6baaTt 3asBaBaHn KONNM4ecTsa,
CbOOpa3HO TEKYLUUTE HYXXOWN Ha BCSIKO Ne4ebHo 3aBeaeHne, KaTto nevyebHOTo 3aBeaeHne —
Bb310XUTEN HE € ANbXHO Aa 3asBu 3a OCTaBKa LANoTO 4OrOBOPEHO KONMMYECTBO, a MMma
npaBo Aa 3asaBsiBa KONIMYECTBa CbINacHO ENCTBUTENHUTE CU HYXXOWN, HO He noBeYe OT
AoroBopeHoTo. Cnepn cknoYBaHe Ha KOHKPETEH A0roBOp, Bb3HUKBAT 3a4b/PKeHUATa 3a
3asBsABaHe, AOCTaBKa W 3annallaHe Ha JOCTaBeHUTE NeKapCTBEHW MPOAYKTH.

5.1.15. Texvikég
2UPQWVIO-TTAQICIO: ZUP@WVIA-TTAQICI0, JE ETTAVEKKIVNON dIAyWVIOUOU
MéyioTog apiBudg ocuppeTexdviwy: 100
AImioAdynon tng didpkeiag TNG cup@wviag-mrAaiciou: CkNOYEHOTO Bb3 OCHOBA Ha HacTodllarta
obLiecTBeHa NoOpbYKa PaMKOBO Cropa3yMeHune, e € CbC CPOK Ha U3NbIHEHWE 4O ABe
roOvHN, CYMTaHO OT AaTtaTa Ha cknovBaHeTo My. CpoKbT Ha JOroBOpUTE, CKIKOYEHU crnes
npoBeAeH BbTPELLEH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. Mmoxe Aa HaaxXBbPIS KparHUSA CPOK Ha
CKITHOYEHOTO PaMKOBO criopadyMeHune. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He noBeYe OT efHa rogunHa - KoraTo no AoroBopa He ca ns3yepnaHu BCUYKM KOnn4yecTaa oT
nekpcteeHnte npoayktn n LUOMNC3 He e cknioyni HOBO paMKOBO Criopa3yMeHue 3a TAX.
KdAuywn até mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHns 3a 6onHUYHa
nomouy no 4n. 9 ot 3akoHa 3a neyebHute 3aBeneHnsa (3J13), neuebHn 3aBegeHns 3a
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6onHu4Ha nomouy no yn. 5, an. 1 ot 3J13, LeHTpoBe 3a cnewHa MeanUmMHCKa NOMOLL, nevyebHu
3aBefeHus 3a cTaumMoHapHa ncuxmatpuyHa nomouy, no 4n. 5, an. 1 ot 3/13 n ne4yebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, koMTO ca noganu 3asBkn, Ype3 EnektpoHHaTa
cucTemMa 3a nekapcTeBeHu npoayktu. MNpegmeT Ha BbanaraHe ypes LIOMNC3 ca gocraBku Ha
CTOKM — NleKapCTBEHW NPoAyKTN OT Mo3nTUBHUS NekapCTBEH CNUCHK No yn. 262 ot 3J1MXM,
BAMCaHN B NyGnnYeH enekTpoHEH PerucTbp kbM HaumMoHanHna CbBET MO LEHN U
penmbypcrpaHe Ha NekapcTBeHN NPOAYKTU. HacToswaTa npoueaypa obxsawa 3asgBeHuTe ot
NnocoYeHnTe no-gony nevyebHn 3aBeAeHNs NeKapCTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npoueaypa 3a cbbvpaHe Ha 3asiBku B nepuoga mecel, pespyapu un mecer, mapt 2024 r.
MoapobeH cnucbk Ha nevyebHUTe 3aBefeHns ce Cbabpxa B [JOKyMeHTaumaTa 3a Bb3naraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrpoHHata cuctema.

IMANpo@opieg OXETIKA PE TO DUVAUIKG ocUCTNUA ayopwyV: Kavéva dUVANIKO aUCTNHA ayopwV
HAEKTPOVIKOG TTAEIOTNPIACHOG: val

O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akOAouBn dielbuvaon: https://cop.mh.
government.bg/

Mepiypa@n): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKITOYEHN B
pPaMKOBOTO cropasyMeHue e 6bae M3BbPLUEH Cref NpoBeXaaHe Ha eNeKTPOHEH Thpr Mo
pena Ha un. 89-91 ot 30I1, ypes EnektpoHHaTa cuctema. lNpoBexaaHeTo Ha eNeKTPOHHNSA
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C N3BpaHus
KpUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactme B eNeKTpoHHUA Thpr we 6baat
AO0NYyCHAaTW y4aCTHULMTE, YUNTO NPearioKeHNa OTrOBapsT Ha M3MCKBAHUATA Ha Bb3NOXUTENS,
NOCOYEHU B HacTosLWaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, Le ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna usano v Hyna net npouexTta). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha ueHaTta 3a eguHuua Msipka, npeanoxeHa ot
CbOTBETHUS Y4aCTHUK C MPOLeHTa Ha cTbhkaTa. [1pu cnegsallo npunaraHe Ha cTbhnkaTa,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
eNeKTPOHHUA Tbpr ueHa. MNpeaun ctapTpaHe Ha eNekTPOHHUS Thpr, AOMNycHaTUTe
yyacTHULMTE norfy4vaBaT NokaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pesynrtaT
Ha NMbpBOHavanHaTa oueHKa Ha odpepTuTe UM. ENeKTpoHHUA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHu OHW, cned AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€MeKTPOHHUS TbPr, BCEKN €OUH YYaCTHUK, e MOXe [a BUXA4a BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxxeHata KbM MOMEHTa Hal-HUCKaTa LeHa. ENeKTpOHHUAT Tbpr Wwe
NPUKINIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. NMepaitépw TTANnPOPOpPiEg, SilapecoAdBnon Kal TTPOCPUYN
Opyaviopog TTpoo@uyng: Komucns 3a 3awmra Ha KOHKypeHumsTa
IMAnpo@opieg OXETIKA WYE TIG TTPOBeoieg eTTaveCETaong: Ha ocHoBaHue vn. 197, an. 1, 7. 1 ot
30T, »xanbwn moraT ga ce nogasat B AeCeT AHEBEH CPOK OT U3TMYaHEeTOo Ha cpoka no yn. 100,
an. 3 ot 301 - cpely pelleHMeTO 3a OTKpUBaHe Ha npoueayparta u/unu peLeHneTo 3a
opobpsiBaHe Ha NPOMEHM B yCroBMsTa No obsiBeHaTa npoueaypa

5.1. NapTida: LOT-0006
Tithog: O6ocobeHa nosumumsa Ne 6, BknroyBala 19 HoOMeHknaTypu
Mepiypaer): ATC INN Form Package Quantity Note BO2BB01 Human fibrinogen
napeHTepanHa g 3081 B02BD01 Human Prothrombin Complex napeHTtepanHa IU 2704040
B02BD01 Coagulation factor IX, I, VIl and X in combination napeHTepanHa U 2219200
B02BDO02 Coagulation factor VIII (Damoctocog alfa pegol) napeHtepanHa IU 300000
B02BDO02 coagulation factor VIII (efmoroctocog alfa) napeHtepanna IU 1310000 B02BDO02
Coagulation factor VIII (lonoctocog alfa) napeHtepanHa IU 300000 B02BD02 Coagulation
factor VIII (Moroctocog alfa) napeHtepanna IU 1310000 B02BDO02 Coagulation factor VIII
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(Octocog alfa) napeHtepanna IU 1600000 B02BDO02 Coagulation factor VIII (rurioctocog alfa
pegol) napentepanHa IU 700000 B02BDO02 Coagulation Factor VIII (Simoctocog Alfa)
napeHTepanHa IU 700000 B0O2BD02 Coagulation Factor VIII (Turoctocog Alfa) napeHTepanHa
IU 1900000 B02BD02 Human coagulation factor VIII napeHtepanHa IU 3660800 B02BD03
factor VIII inhibitor bypassyng activity napeHtepanHa IU 810000 BO2BD04 Coagulation factor
IX napeHTepanHa IU 1548160 B02BD04 Coagulation factor IX napeHTepanHa IU 500000
recombinant B02BD04 Coagulation factor IX (nonacog alfa) napentepanxa IU 750000
B02BD04 Coagulation factor IX (nonacog beta pegol) napeHTtepanta U 325000 B02BD06
Coagulation factor VIII, Factor von Willebrand napeHtepanHa U refers to VWF 1453000
B02BD08 Eptacog alfa (activated) napeHtepanHa KIU 290345

EowTtepikd avayvwploTiko: 420265

5.1.1. ZKomrdg
XapakTtpag NG ouppaong: MNpounbeieg
Kdpia tagivounon (cpv): 33600000 dapuakeuTika TTpoidvTa
MpbdoBeTn Tagivéunon (cpv): 33621200 AvTiaioppayika

5.1.2. Toétrog ekTéAeong
Taxudpouikr) dieuBuvon: benrapus, rp. Codus, MNnowag Ceeta Hepens Ne 5
MéAN: Codusa
Taxudpouikog kwdikag: 1000
YTmrodiaipeon xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)
Xwpa: BouAyapia
MpbdoBeTeg TANpoopics: ,NUTS: BG bbunrapusa®

5.1.3. EkTipwpevn didpkeia
Huepopnvia évapéng: 16/12/2024
Aigpkeia: 2 'Etn

5.1.4. Avavéwon
MéyioTeg avavewoeig: 0

5.1.5. Agia
EkTipwpevn agia xwpig GrA: 24 178 560,38 BGN

5.1.6. Tlevikég TTAnpo@opieg
Kat’ atmmokAEIoTIKOTNTO CUMMPETOXN: AEV TTAPAXWPEITAI CUPMETOXT.
‘Epyo dnuéoiwv cupBdocwy 1Tou dev XpnuatodoTeital atrd Ta Tapeia Tng EE
H dnudoia oupBacn KaAUTITETAI ATTO TN CUPPWVIa yia TIG dnuooieg oupBaocclg (ZAZ): val
MpbdoBeTeg TTANPOYOpieG: OnpeaeneHnTe U3NbIIHUTENM MO PaMKOBOTO CropasyMeHNe He
AbIhKaT rapaHumnsa 3a U3nbrHEHME NPU CKNtoYBaHe My. MapaHumaTa 3a U3NbIIHEHWE Ha BCEKU
KOHKpEeTEH A0roBop, CKMNIOYEH crieq NpoBeAeH BbTpeLleH KOHKYPEHTEH n3bop, Bb3 OCHOBA Ha
CKIMOYEHO PaMKOBO criopasyMeHue e B pa3mep Ha 3 % OT CTOMHOCTTa Ha JoroBopa 3a
obuiecTBeHa nopbyka, 6e3 BkntoveH [C, B cnyyan 4e goroBopa € Ha CTOMHOCT paBHa Unn
Hag 50 000 n.., 6e3 Bkn. JOC. 3a gorosopu nog 50 000 nB. 6e3 BkntoveH A0C, rapaHumsa 3a
N3NbJIHEHNE HEe Ce U3MCKBA.

5.1.7. Zrpartnyikég dnUoOoiEg CUNBAOEIG
2TOX0G TV OTPATNYIKWY dnuociwv cupBaoewv: Kayia otpatnyikr dnuooia cuupacn
Kpitipia Tpdcivwy dnNPociwy cuphBacewv: Agv UTTAPXOUV KPITAPIA YIa TIPACIVEG ONUOCIEG
ouppaoeig
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5.1.8. Kpitipia mpooBacipéTnrag
Agv TTEpIAAUBAvOVTAl KPITAPIO TTPOCRACIUOTATOS VIO TA GTOUA KE avaTTnpieg Je TNV akOAoubn
aImioAéynon
AimioAéynon: JNlekapcTBeHUTE NPOAYKTM ca 0BEKT Ha perynauusi No OTHOLEHVE Ha OnakoBaHe,
NINCTOBKN N HA4YMH Ha ynoTpeba. Tbi KaTo CbLUUTE Ce U3NON3BAT M OT Nnua C yBpeXaaHus, ce
crasBaT M3UCKBaHUATA Ha €BPOMNENCKOTO 3akoHOA4ATECNTBO B Ta3n obnacTt, npeaBua KOeTo He
e Heo6xoaMMO [a ce NOCTaBAT AONBAHUTENHM KPUTEPUM 3a OCTBLMNHOCT 3a nvua ¢
yBpexaaHus.

5.1.9. Kpithpia emAoyng
Kpitrpio:
Eidog: OikovopIKn Kal xpnuaTtodoTIKr ETTAPKEI
Ovopaoia: Ha ocHoBaHue yun. 61, an. 1, 7.1, BbB Bpb3ka ¢ an. 7 ot 30I1, yyacTHuuuTe B
npoueaypara 3a nocrnegHuTe Tpy NpUKNIYMIM (OMHaAHCOBM FOAMHM a ca peanuanpanu
MUHMMarneH obopoT B cchepara, nonagaila B obxeata Ha nopbykarta, n3dmcneH Ha 6asa
roguwHuTe o6opoTHy.
Mepiypan: PeanuanpaHmat mmHnmaneH ob6opoT B cpepaTa, nonagalla B o6xBaTa Ha
nopbykaTa, n3umcneH Ha 6asa rognwHuTe o6opoTK, cneaea Aa e paseH Ha 1 % oT cbopa Ha
NPOrHo3HaTa/HUTe CTOMHOCT/M Ha CbOTBETHaTa/HUTEe HOMEHKNaTypa/u B o6ocobeHnte
no3unuuK, 3a KOATo/KOUTO ce nogasa oeprtarta. Noa MmHMManeH obopoT B cdepaTa,
nonagauwa B o6xeaTa Ha nopbykaTa, cnegsa ga ce pasbupa o6opoT peanusmpaH OT TbpProBus
C nekapcTtBeHu npoayktn. CwrnacHo yvn. 62, an. 3 ot 30[1, nHdopmaunsaTa moxe aa obxealia
N NO-KpaTbK Nepuo B 3aBMCUMOCT OT AaTaTa, Ha KOATO y4aCTHUKBT € Cb3JafeH unn e
3anoyHan gevHocTTa cu. [lokyMeHTUTe 3a NOCTaBeHUs KPUTEPUIN, KOUTO Ce NpeaCTaBAaT npu
NnoucKBaHe B Xo4a Ha npoueaypaTa unm OT y4acTHUKa onpeerneH 3a U3nbiHuTen npeamn
CKMOYBaHe Ha JOrosopa, B crydante Ha yn. 67, an. S5unuun. 112, an. 1, 1. 2 ot 30I1,
cnpaeka 3a obopoTa B cdepaTa, nonagalia B o6xsata Ha nopbykata 3a NOCOYEHMS Nepuos.
CbOoTBETCTBMETO C NOCTAaBEHUSA KPUTEPUIA Ce Aeknapupa ¢ nonbneaHe Ha yacT IV, pasgen b
ot EEQOTI.
Xprion autou Tou KPITnpiou: XpnoIYOTIOIEITAl

Kpimplo:

Eidog: KataAANASTNTA yIa TRV AOKNON TNG ETTAYYEAUQTIKAG dpacTnPIOTNTOG

Ovopaoia: YyacTHMuuTe crnegsa ga ca BNMcaHn B TbProBCKUS PErMcTbp U/unm B CbOTBETEH
npodecroHaneH perncTbp, a 3a YyKaecTpaHHN Nuua - B aHanormYHn permcTpu cbrnacHo
3aKoHOLaTerNCTBOTO Ha AbpKaBaTa YfleHKa, B KOATO ca YCTaHOBEHW.

Mepiypan: YyactHnunTe B obLiecTBeHaTa nopbyka TpsabBa ga npuTtexaBaT paspeLueHne 3a
Npoun3BOACTBO, U34afAeHOo Mo peda Ha 3akoHa 3a flekapCTBEHUTE NPOAYKTU B XyMaHHaTa
mMeanumnHa (311MXM) (B cnyyante no yun. 196, an. 1 ot 3JIMXM) nnn 3a Tbproesus Ha egpo C
nekapCcTBEHW NPOAYKTU UM yOOCTOBEPEHME 3a PerucTpauuns 3a TbproBusi Ha eapo C
nekapcTBeHn NpoaykTu (cnydamte no un. 195, an. 1 n an. 2 ot 3J1MNMXM), nnn paspeLueHme 3a
BHOC (cny4auTe no un. 196, an. 2 ot 3JINMXM) — nsgagexu no pega Ha 3J1TTXM.
CbOoTBETCTBMETO C NOCTABEHUSA KPUTEPUI Ce Aeknapupa ¢ nonbnsaHe Ha yacT |V, byksa ,A®
ot EE[JOI, kaTo ce nocoyBa: HOMep ¥ AaTa Ha u3gaBaHe Ha paspeLleHNeTo 3a
Npoun3BoOACTBO, U3fgaaeHo no peaa Ha 3JTMXM mnnu 3a TbproBust Ha €4po C NEKAPCTBEHMU
NPOOYKTU UM Ha yOOCTOBEPEHMNETO 3a perncTpaums 3a TbproBus Ha eapo C fiekapCTBeHU
NPOAYKTU, NN Ha paspeLleHneTo 3a BHoc. Ha ocHoBaHue un. 67, an. 5unun. 112, an. 1, 1. 2
oT 30l JOKYMEHTBT, KOMTO Ce NpeAcTaBs OT yYacTHUKa onpeaeneH 3a U3NbiHUTenN, Npeau
Aa 6bae CK4YeHo paMKOBO CriopasyMeHMe Unu npu NnouckBaHe B Xo4a Ha npoueaypaTta e:
3aBepeHo Konue Ha BanuaHo paspelleHne 3a Npon3BoacTBo, u3gageHo no pega Ha 3JTMXM
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UNK 3a TbProBusi Ha e4po C NeKapCTBEHU NPOAYKTU UK YyOOCTOBEPEHUE 3a perncTpaums 3a
TbProBus Ha eapo C NeKapCTBEHN NPOAYKTU, UMK pa3peLleHne 3a BHOC. Bb3noXxntenaT He
N3NCKBA 3aBEPEHO KOMMe Ha paspeLleHneTo Unmn Ha apyr JOKYMEHT, y4OCTOBEpPSsiBaLL, MPaBOTO
3a TbProBus C NIEKAPCTBEHM NPOAYKTU NN pa3peLleHne 3a Npon3BoACTBO UIM BHOC, KOraTo
“Ma JOCTbM MO cryXebeH NbT Unu Ypes3 NyenmyeH perncTbp, UNn KoraTo CbLiMTe MoraT ga
Obaat ocurypeHmn Ypes npsak n 6esnnarteH 4ocTbn 40 HauMoHanHuTe 6a3n gaHHu Ha
ObPXaBUTE YNEHKN.

Xprjon autou Tou KPIThpiou: XpNOIKOTToIETal

5.1.10. Kpithpia avabeong
Kpimplo:
Eidog: Tiun
Ovopagoia: MikoHoMu4eckn Han-n3rogHata odepTta ce onpeaensi Bb3 OCHOBa Ha Hal-HMUcKaTa
LleHa creq npoBedeH eNeKTPOHEH Tbpr. TO3M KpUTEPUIA Ce npunara n npu BbTPELLHO
KOHKYPEHTHUTE n3bopu oT neyebHUTe 3aBeaeHus.
Mepiypagn: 1. Cnepn npoBeXxaaHEeTO Ha eNEKTPOHHUS ThPr 3a BCEKU JIEKAapPCTBEH NPOAYKT, Lie
O6baart onpeaeneHn N3NbNHUTENM NO PAaMKOBO Cropa3yMeHue Nnpu cnasBaHe Ha cnegHuTe
npasuna: 3a BCSka HOMEHKNaTypa, oT TexHunyeckaTa crneumdmrkaums, 3a U3anbHUTENN Mo
pPaMKOBOTO CropasyMeHue e ce onpeaenaT y4acTHUKBbT NPeasioXmi Han-H1UCKa LeHa m
BCUYKM OPYrK y4acTHULUK, Npeanoxunu ueHa, koato e 4o 10 % no-BMcoka oT Han-HUCKaTa
npeanoXxeHa ueHa. Bb3noxmtenar He NocTaBs orpaHMyYeHne 3a MakcumaneH 6pon
N3NbAHUTENM NO HOMEHKNaTypa. B cnyyan, 4Ye 3a gageHa HOMeHKNaTypa e Hanvue camo
€0VH Y4aCTHUK, 3a KOWTO He ca Hanuue OCHOBaHMUATa 3a OTCTpaHsABaHe, MOCOYEHU B
HacTosLwaTa JOKYMEHTauus; KOUTO OTroBapsi Ha KpuTepuuTe 3a nogdbop; Unu e Hanuue camo
€[HO NpeanoXxeHne, KOeTo OTroBapsa Ha NpeaBapUTENHO 06SABEHNTE YCNOBUA Ha
Bb3M10XUTENS 3a U3NBIHUTEN Ha CbOTBETHATa HOMEHKNAaTypa, ce onpeaens Toea nuue. 2.
Mpn BbLTPELIHO KOHKYPEHTHUS n360p, NpoBeXaaH OT NnedyebHnTe 3aBeaeHus!, 3a U3NbIHUTEN
e 6bae onpefeneH KnacupaHuaT Ha MbPBO MACTO YYACTHUK, YNETO LLEHOBO NpeanoXeHne e
Han-HUCKO.

5.1.11. 'Eyypa@a dnuociwv cuupdocwyv
"AWOOEG OTIG OTTOIEG ival ETTION WG dIabEoipa Ta £yypaga g dnudoiag cuppaong:
BouAyapikda
AielBuvon Twv eyypdewy TnG dnudaoiag ouuBaong: https://cop.mh.government.bg/
Ad hoc diauAog TTikoIvwviag:
Ovopaoia: LOIMNC3
URL: https://cop.mh.government.bg/Messages/Messages

5.1.12. Opol dnuociwv cuppaocewyv
Opoi uTToBOAAG:
HAeKTPOVIKY) UTTOBOAN: YTTOXPEWTIKA
AieuBuvon yia uttoBoAr: https://cop.mh.government.bg/
"AWOOEG OTIG OTTOIEC PUTTOPOUV Va UTTORANBOUV 01 TTPOCPOPEG 1 Ol AITAOEIG CUPMETOXNG:
BouAyapikda
HAEKTPOVIKOG KATAAOYOG: Agv eTTITPETTETAI
ATTauTeiTal TTPONYUEVN 1 EYKEKPIUEVN NAEKTPOVIKN UTToypa®n | oppayida [6TTwg opileTal oToV
kavoviopo (EE) api6 910/2014]
MapaAhayég: Agv eTITPETTETAI
MpoBeoyia TTapaAafng Twv TTpoo@opwv: 11/11/2024 23:59:59 (UTC+2)
MpoBeouia uExpl TRV oTToia N TTPOCPOPA TTPETTEI Va TTapapEivel o€ 1oxU: 10 MAiveg
[MAnpo@opieg OXETIKA PE TN dNPOCIA ATTOCPPAYIoN:
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Huepopnvia atrooepadyiong: 12/11/2024 15:00:00 (UTC+2)

Totog: EnekTpoHHaTa cuctema

MpbdoBeTeg TTANPOYOPIEG: HacToswaTa npoueaypa e u3uano enekTpoHHa U BCUYKN OeNCTBUS
CBbp3aHn ¢ 06aBABaAHETO M N NPOBEXAAHETO 1 Wwe 6baaTt 3BbpLUBaHM Ype3d EnektpoHHaTa
cucTemMa, AOCTbMNHA Ha criedHnsa enekTpoHeH agpec: https://cop.mh.government.bg/

Opol TG ouupaong:

H ouuBaon TTpETel va eKTEAEITAI OTO TTAQICIO TTPOYPOUMATWY TTPOCTATEUOPEVNG ATTAOXOANONG:
Oxi

HAekTpovikr TIHOAGYNoN: ETiTpéteTal

Oa xpnoipoTtroinBei NAeKTPOVIKA TTapayyeAia: oxl

©a xpnoipoTroinBei NAeKTPOVIKA TTANPWHN: 6XI

XpnNUAToOIKOVOUIKEG puBuioeIg: Beuykm kKonuyecTsa, NocovyeHun B cneumdukaumsata Ha
EnekTpoHHaTa cuctema, ca ,,0pMeEHTMPOBBLYHU” U ca NpeaMeT Ha Bb3NnaraHe B pamkuTe Ha
BbTpPeLLEH KOHKYpeHTeH n3bop No pamkoBO cropasymMeHue, no rnokaHa Ha rnedyebHurte
3aBefieHns1 — Bb3OXUTENN, MOCOYEHN B HAcTosALWaTa JOKyMeHTauna. B pamkuTe Ha
NpoBeXAaHUTe BbTPELLHM KOHKYPEHTHU 13bopu, we 6baaTt 3asiBaBaHn KONNM4ecTBa,
CbOOpa3HO TEKYLUUTE HYXXON Ha BCSIKO NevebHo 3aBeaeHne, KaTto nevyebHOTo 3aBeaeHne —
BB3MOXMTESN HE € ANBbXHO Aa 3asBK 3a 40oCTaBka LsnoTo 4OroBOPEHO KONNYECTBO, a nma
npaBo Aa 3asaBsiBa KONIMYECTBA CbINacHO ENCTBUTENHUTE CU HYXXOWN, HO He noBeYe OT
porosopeHoTo. Cnep ckrtoyYBaHe Ha KOHKpEeTEH JOroBop, Bb3HMKBAT 3a4b/KEeHUsTa 3a
3asBsaBaHe, AOCTaBKa W 3annallaHe Ha JOCTaBEHUTE NeKapCTBEHU MPOAYKTH.

5.1.15. Texvikég
2UPOQWVIO-TTAQICIO: ZUP@WVIA-TTAQICI0, JE ETTAVEKKIVNON dIAYWVIOUOU
MéyioTog apiBudg cuppeTexdvtwy: 100
AImioAdynon tng didpkeiag TNG cup@wviag-rAaiciou: CKkNOYEHOTO Bb3 OCHOBA Ha HacTosdllata
obLiecTBeHa NoOpbYKa PaMKOBO Cropa3yMeHue, e € CbC CPOK Ha U3NbIHEHWE 4O ABe
roguHu, CYMTaHO OT AaTaTta Ha CknYBaHeTo My. CpoKbT Ha JOrOBOPUTE, CKITIOMEHUN crneq
npoBefeH BbTPELLUEH KOHKYPEHTEH N360p N0 pamMKOBOTO CropasyMeHne oT nevyebHute
3aBegeHus no yn. 1 ot NMMC Ne 146/2015 r. Mmoxe Aa HaaxXBbPIS KparHUs CPOK Ha
CKITHOYEHOTO PaMKOBO criopadyMeHme. MakcumanHuaT Cpok, C KOWTO MoraT Aa ro HaaxBbpnsT
€ He NnoBeYe OT eHa roguHa - Korato rno A4oroBopa He ca n3vyeprnaHn BCUYKN KONMYecTBa OT
nekpcteeHute npoayktn n LUOMC3 He e cknioyni HOBO paMKOBO CriopasyMeHue 3a TAX.
K&Auywn atré mpoéoBeTo ayopaoTh: Bbanoxutenute - nedebHu 3aBegeHns 3a 6onHu4Ha
nomoty no 4n. 9 ot 3akoHa 3a neyebHuTe 3aBeneHnsa (3J13), neyebHn 3aBegeHns 3a
6onHn4yHa nomouy no yn. 5, an. 1 ot 3J13, ueHTpoBe 3a cnewHa MeauumMHCKa NomMoLy, nevyebHu
3aBefeHns 3a CTauMoHapHa ncMxmatpudHa nomouy no yn. 5, an. 1 ot 3J13 1 neyebHn
3aBegeHus no un. 10, 1. 3, 3a 1 36 ot 3J13, komTO ca noganu 3asBkn, Ype3 EnekTpoHHaTa
cucTemMa 3a nekapcrteeHn npoayktu. MNpegmet Ha BbanaraHe yYpes LUOMNC3 ca gocrtaBku Ha
CTOKM — NIeKapCTBEHM NPOAYKTU OT M03NTUBHMS NEKapCTBEH CNNCHK MO yn. 262 ot 3J1MXM,
BMMCaHW B Ny6nn4eH enekTpoHeH perncTbp kbM HaumoHanHmsa cbBET No LEHU U
penmbypcurpaHe Ha nekapcTBeHn NpoaykTn. HactoawaTa npouenypa obxealla 3asBeHUTe OT
nocoYeHnTe No-gosy nevyebHn 3aBefeHUs NekapcTBEHN NPOAYKTU, B paMKUTE Ha NpoBeaeHa
npouenypa 3a cbbupaHe Ha 3asBkM B nepuoga mecel bespyapu n meceu, mapt 2024 .
MogpobeH cnuchbk Ha neyebHUTe 3aBeaeHNst ce Cbabpxa B [IOkyMeHTaumsiTa 3a BbanaraHe
Ha obLecTBeHaTa nopbyka, NnybnukysaHa B EnekrtpoHHaTa cucrtema.
MANpo@opieg OXETIKA PE TO OUVAUIKO oUCTNPO ayopwyv: Kavéva duvauiké oUoTnPa ayopwv
HAEKTPOVIKOG TTAEIOTNPIACHOG: val
O nAeKTPOVIKOG TTAEIOTNPIACUOG TTPAYUATOTTOIEITAlI OTNV akdAouBn dieuBuvon: https://cop.mh.
government.bg/
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Mepiypa@r): N360pbT HA M3NBAHUTENM NO CbOTBETHUTE HOMEHKIATYPU, BKIOYEHN B
pPaMKOBOTO CropasymMeHue Lie 6bae U3BbPLLEH cred NpoBexXaaHe Ha eNekTPOHEH Tbpr Mo
pega Ha un. 89-91 ot 30I1, upes EnekrpoHHaTa cuctema. [NpoBexaaHeTo Ha eNeKTPOHHUS
ThPr We ce npeaxoxaa oT MbpBOHaYanHa oueHka Ha opepTuTe B CbOTBETCTBME C N3BpaHmMs
KpuUTEpUn 3a Bb3naraHe — Han-Hucka ueHa. [1o yyactne B eNeKTpOHHUA Thpr we 6baat
AO0NyCHAaTW y4aCTHULMTE, YUNTO NPeanoXKeHNa OTrOBapsT Ha M3MCKBaAHMATA Ha Bb3NOXUTENS,
NMOCOYEHUN B HacTosLaTa AOKYMeHTaums. ENeKTpoHHUAT Thpr, LWe ce NpoBexaa CbC CTbKa 3a
HamansaBaHe Ha ueHaTta B pa3mep Ha 0.05% (Hyna uano v Hyna net npouexTa). NpunaraHeTo
Ha cTbrnkaTta, BOOW 0O HamarnsBaHe Ha LueHaTta 3a eguHuua Msipka, npeanioxeHa ot
CbOTBETHUSA y4aCTHUK C MpOLIEeHTa Ha cTbnkaTa. [1pu cneggallo npunaraHe Ha cTbnkara,
NPOLIEHTBLT Ha CTbMNKaTa ce u3dncnsaBa Ha 6asa Beye HamaneHarta oT y4acTHUKa B
€NeKTPOHHMA Tbpr ueHa. Npeau ctapTpaHe Ha eNeKTPOHHUS Tbpr, 4ONyCHATUTE
yyacTHUUMTE Nosy4vaBaT NoKaHa, B KOSTO € NOCOYEHO BPEMEHHOTO UM KnacupaHe, B pe3ynrtaT
Ha NbpBOHavanHaTa oueHka Ha odepTuTe M. ENeKTpoHHNSA Thpr LWe 3anoyHe He No-paHo OT
2 paboTHM OHW, cneq AaTaTta 3a uanpawaHe Ha nokaHata. B pamkute Ha npoBexaaHeTo Ha
€NEeKTPOHHUSA TbPr, BCEKN €OUH YYACTHUK, e MOXe [a BUXKAa BPEMEHHOTO CU KracupaHe B
Tbpra, KakTo 1 npearioxkeHata KbM MOMEHTA Hal-HUCKaTa LeHa. ENeKTpOHHMAT Tbpr we
NPUKMNIOYN C HACTbNBaHE Ha YacbT U AaTaTa NOCOYEHN B MOKaHaTa.

5.1.16. NMepaitépw TTANnPOPOpPIEg, SilapecoAdBnon Kal TTPOCPUYN
Opyaviouog TTpoouyng: Komucuns 3a 3almTta Ha KOHKypeHUnsaTa
MAnpo@opieg OXETIKA e TIG TTPoBeoieg eTTaveEETaong: Ha ocHoBaHue yn. 197, an. 1, 7. 1 ot
30I1, xxanbu morat ga ce nogaBaT B AeCeT AHEBEH CPOK OT U3TUYAHETO Ha cpoka no yn. 100,
an. 3 ot 30I1 - cpelly pelueHMeTOo 3a OTKpUBaHE Ha npoueayparta u/unu peLeHneTo 3a
onobpsiBaHe Ha NPOMeHM B ycrioBusiTa No obsiBeHaTa npoueaypa

8. Opyaviopoi
8.1. ORG-0001
Emionun ovopacia: MUHUCTEPCTBO HA 3[PABEOIMNA3BAHETO - LEHTPANEH OPIrAH
3A TMOKYTMKU

ApiBudg karaxwpiong: 0006953170000

Taxudpouikr) dieuBuvon: nn. CBETA HEOEJA Ne.5

MéAN: rp.Cocpus

TayxudpouIkog kwdikag: 1000

Ymrodiaipeon xwpag (NUTS): Codus (ctonuua) (Sofia (stolitsa)) (BG411)

Xwpa: BouAyapia

MpdowTro emkoivwviag: Pymsina CtaBpea CtaBpeBa

Email: rstavreva@mbh.government.bg

TnAépwvo: +359 29301314

®ag: +359 29811833

HAekTpovikr dieuBuvon: https://cop.mh.government.bg/

MpowiA ayopaoTA: http://cop.mh.government.bg/

P6Ao1 autoU Tou opyaviououU:

AyopaoTAg

Kevtpiki apxn TpounBeiwv n otroia avabéTtel dnuooieg CUPBATEIS 1) CUVATITEI CUPQWVIEG-
TTAQioIO yIa £pya, TTPONNBEIES 1} UTTNPETIEG TTOU TTPoopifovTal yia GAAOUG ayopaoTEG

8.1. ORG-0002
Etrionun ovouaocia: Komncusa 3a 3awmuTa Ha KOHKypeHuusTa
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ApIBudg karaxwpliong: 000698612
Taxudpouikr) dicuBuvon: 6yn. Butowa Ne 18
MoAn: Codus

TayxudpouIkog kwdikag: 1000

Xwpa: BouAyapia

MpoéowTro eTTIKOIVWViag: Komncus 3a 3aliuTta Ha KOHKypeHumnaTa
Email: delovodstvo@cpc.bg

TnAépwvo: +359 29356113

®ag: +359 29807315

HAekTpovikr dieuBuvon: http://www.cpc.bg
PéAol1 autoU Tou opyaviouou:

Opyaviopog TTPocPUYNG
10. ANAayn

H ékdoon Tng TTponyoUluevNG TTPOKNAPUENG TTPETTEI va TpoTToTToinBei: 8a69037b-5¢17-4220-
89b4-35d0eed01cd5-01

KUpiog Adyog TnG aAAayng: AiopBwon AaBwv ayopaoTh

Mepiypaen: 1. CTbnkaTa 3a HamMansiBaHe Ha LieHaTta npu NpoBeXaaHeTO eNeKTPOHEH Thpr ce
Hamansaea oT 0,5% Ha 0,05% (Hyna yano, Hyna neT npoueHTa) 2. NocTtaBeHoTOo OT
Bb3MOXUTENS N3NCKBAHE Ha ocHoBaHue 4. 61, an. 1, 1.1, BbB Bpb3ka ¢ an. 7 ot 30I1,
yyacTHUUUTE B Npoueaypara 3a nocrneaHuTe Tpy NpUKnoYmMnm omHaHCcoBM roauHn ga ca
peanuaupann MmHuMarneH obopoT B cdhepara, nonagailia B obxsarta Ha nopbykaTa, M34YUCHEH
Ha 6a3a roguwHuTe 060pOTK, KakTo crneapa: PeannampaHmaT MmHumaneH o6opoT B cdpepara,
nonagawia B obxeaTta Ha nopbykaTa, usdmncreH Ha 6asa roguwHnTe obopoTn, crneasa aa e
paBeH Ha 1 % OT NporHo3HaTa CTOMHOCT Ha cCboTBeTHaTa ob6ocobeHa No3mums, 3a KOATO ce
nogaea odeptarta. Ce npoMeHs Ha: PeannanpaHusaTt MuHMMmaneH obopoT B cdepara,
nonagauwlia B o6xeaTa Ha nopbykaTa, u3dncrneH Ha 6asa roguwHnTe obopoTn, cneasa aa e
paBeH Ha 1 % oT cbopa Ha NporHo3HaTa/HUTe CTOMHOCT/U Ha CbOTBETHaTa/HUTE
HoMeHkKnaTtypa/n B o6ocobeHnTe no3mumm, 3a KOSTO/KOMTO ce nogasa odepTara. [lpomeHnTe
ce OTHacAT o BCMYkn ob6ocobeHn nosmumn. BbB Bpb3ka C HanpaBeHUTE NPOMEHU ce
NPOMeHAT 1: KparHuaT cpok 3a nogaBaHe Ha odepTn oT 28.10.2024 r. Ha 11.11.2024 1. n
[atarta Ha oTBapsiHe Ha odepTnTe oT 29.10.2024 r. Ha 12.11.2024 r.

10.1. AAAayn
Ta éyypaga TnG dnuociag cuupaong Tpotrotroindnkav oTig: 14/10/2024

MAnpogopieg TTPoKAPUENG

AvayvwpioTiko/Ekdoon TTpokApuéng: 4cc15be7-cade-46f4-b7f5-d394860102¢c8 - 01
Eidog evrutTou: Avtaywviouog

Eidog mpokApugng:

Mpoknpuén cupBacng n cuPBacng TTAPAXWPENONG — TUTTOTTOINUEVO KABEOTWG
YTro€idog TrpokApu¢ng: 16

Huepounvia ammooToArg NG TTpoknpugns: 14/10/2024 17:11:31 (UTC+3)

MAWwooEeg OTIG OTToIEG DIaTIBETAI ETTIONKA N TTAPOUCA TTPOKNPUEN: BOUAYapPIKA
ApIBud¢g dnuoaicuong Tng TTpoknRpugns: 625615-2024

ApiBudg Teuxoug EE S: 202/2024
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Huepopnvia dnuooicuong: 16/10/2024
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